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Interpersonal violence and mental illness

Definition
The World Health Organization (WHO) defines violence as “the intentional 
use of physical force or power, threatened or actual, against oneself, another 
person or against a group or community that either results in or has a high 
likelihood of resulting in injury, death, psychophysiological harm, maldevel-
opment or deprivation”. This concept can be distinguished into three wide 
categories: self-inflicted, interpersonal, and collective violence.
“Interpersonal violence” stands for acts of violence inflicted by an individual 
or a small group of individuals to another; it can occur between family mem-
bers or intimate partners, especially at home, or between close friends, ac-
quaintances and strangers, often, but not always, outdoor. Parts of it are child 
maltreatment, sexual violence, elder abuse; it is considered to be a predict-
able and preventable risk factor for lifelong health and social problems. 
In the first report on interpersonal violence, released by the WHO in 2014 
(The Global status report on violence prevention), data from 133 countries 
was collected, representing 6.1 billion people, which represents 88% of world 
population. Cruent deaths are the most evident outcome of violent behaviour 
recorded in official statistics: half a million people have been victims of ho-
micide in 2012, for an overall rate of 6.7 per 100,000 people; 60% of these 
were males aged 15-44 years and, globally, 82% of all homicide victims are 
males, having a fourfold higher violent death rate than females; in 38% of 
cases, when a woman is killed the assassin is the partner. Deaths are only 
the tip of the iceberg of health and social burden arising from violence. It 
was estimated that in 2012 in the USA about 2 million people were treated 
in emergency departments for injuries sustained in an assault; 37% were 
aged 10-24. Women, children and elderly people are the principle victims of 
non-fatal physical, sexual and psychological abuse: 25% of all adults report 
having been physically abused as children, 36.3% experiencing emotional 
abuse and 16.3% experiencing physical neglect; one out of five women has 
reported having been sexually abused as a child and one out of three has 
been a victim of physical or sexual violence by an intimate partner at some 
point in her lifetime; about 6% of older adults reported significant abuse in 
national surveys conducted in the preceding 12 months in predominantly 
high-income countries.
Considering these data, we can state that violence represents a staggering 
problem of global Public Health; moreover, violence creates an economic 
load on society, although the accurate cost is unknown, especially in de-
veloping countries where there could be the risk of underestimating the im-
pact of the problem. Violence consequences have both direct and indirect 
costs: provision of treatment in mental health or emergency care services 
and criminal justice administration are examples of direct ones; unemploy-
ment, absenteeism, permanent or temporary disability, provision of shelter 
for victims, disincentives to investment and tourism are some examples of 
indirect ones. The majority of nations spend a notable quantity of resources 
in responding to violence. In the United States the yearly economic cost of 
violence against women estimated in 2003 was approximately US$ 5.8 bil-
lion; the total lifetime cost resulting from incidence of deaths and non-fatal 
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Future perspectives
Considering these data, it is extremely important to de-
termine the best prevention and intervention strategies. 
Currently, in Europe there is no unanimous approval upon 
which procedures are more effective in managing violent 
episodes in mental health services. 
A descriptive survey study across 17 European countries 
reveals that almost 20% of health professionals employed 
in psychiatric wards had no received training on risk as-
sessment and violence management; furthermore, this 
study shows that the most used intervention procedures 
were coercive ones, like physical restraint, rapid tranquil-
lisation and seclusion, despite their higher efficiency has 
not been demonstrated and they cause negative effects 
on the prognosis.
Public Health should therefore focus on primary preven-
tion of violence, through early identifications and treatment 
of dynamic risk factors, like substances abuse, active psy-
chotic symptoms, impulsiveness, and the identification 
and treatment of static risk factors like previous history of 
violence and diagnosis.
One of the most used instrument is the Historical-Clinical-
Risk Management-20, a structured clinical judgement tool 
useful to classify risk. There also are some specific instru-
ments to evaluate interpersonal violence, like the Karolin-
ska Interpersonal Violence Scale, currently being in the 
validation phase in Italy, composed by four sub-scales to 
evaluate the expression and exposure to violence during 
childhood and adulthood.
It is also necessary to work for reducing the environmental 
risks e.g. by acting on the lack of structured activities, tem-
porary staff, low levels of staff-patient interaction. At the 
same time, mental health professionals should be provid-
ed with adequate training for risks evaluation and violence 
management in order to foster non-coercive methods 
such as de-escalation techniques, time out and increased 
observation and support. 
Supporting actions on violence would bring benefits for 
the Government that reduces criminality levels and related 
costs, and the Public Health that reduces compulsory ad-
missions and simplify the management in mental health 
services. Last but not least, there would be prognosis im-
provements for patients admitted to psychiatric units.
Hence, it is extremely important and a matter of interest 
for Public Health to identify the “violent phenotype”. This is 
also useful to approach an educational treatment towards 
patients, their families and health workers: within the next 
years, scientific research will have to address its interest to 
obtain this objective. 

Alessandro Rossi, Dalila Talevi

Department of Biotechnological and Applied Clinical Sciences, 
University of L’Aquila, L’Aquila, Italy

child maltreatment is about US$ 124 billion annually. Pub-
lic Health is promptly concerned with violence also for the 
significant contribution that health care professionals, in 
particular mental health professionals, can offer to reduce 
its consequences. 

State of knowledge
Over the years, there has been a progressive convergence 
of mental illness and violence in the daily psychiatric prac-
tice, causing a broad number of violent individuals to be 
hospitalized. But what is the link between mental disorders 
and violence? Despite a certain connection between the 
two factors exists, both related to biological and psycho-
logical factors, it is now established that a severe psychi-
atric pathology itself it is not enough to determine violent 
behaviours and that there are other factors that play a role. 
Several studies affirm that family and social factors during 
childhood and adolescence have a huge impact in caus-
ing a tendency to violence in adulthood: within these fac-
tors there can be found family functioning, abuse and fam-
ily neglect, parental conflict, support and social network, 
socioeconomic status and the social-working functioning. 
In general, individuals affected by mental disorders, par-
ticularly those within the schizophrenic spectrum, have a 
higher possibility to be violent compared to non-clinical 
population, even if the most of them are not violent. The in-
cidence of violent behaviours gets higher in patients when 
a combination of these factors is found: active psychotic 
symptoms, male gender, lifetime history of violence and 
alcohol or drugs abuse, although substance consump-
tion increases the risk of violent behaviours in the general 
population also.
The correlation between violence and suicidality is well 
known: an individual who has been repeatedly violent has 
a twofold higher suicide risk even after receiving treat-
ment in a psychiatric inpatient care and, in the same way, 
a history of suicidal attempts is related to a future risk of 
violence. Moreover, self-injury and episodes of aggression 
represent one of the main causes for compulsory admis-
sions, bringing plural management problems to psychia-
trists. 
There are specific categories of people with a higher risk 
of becoming victims of violence from individuals affected 
by psychiatric disorders. Recent studies suggest that se-
verely ill patients engage more often in violent behaviours 
against family members and friends, and that violence 
usually takes place at home; they hit strangers 50% less 
compared to their community controls. Health profession-
als are another category at high risk: 20% of psychiatric 
acute inpatients may commit an act of violence against 
health workers, and 75% of nursing staff on acute psychi-
atric units reports experiencing at least one episode of ag-
gression during their career.
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Levels of abuse in mentally ill women 
and its relationship with health care behavior - 
An exploratory study

Summary

Objective
Abuse is linked to mental illness, and associated morbidity & mortality in women. Self-
management of health is unexplored in women with mental disorders, and this may have 
therapeutic and preventive implications. This study was conducted to know the level of abuse 
in women with mental disorder in remission and its relationship with self-management of 
health. 

Materials and Methods
In this cross sectional hospital based, single centered study, one hundred women were re-
cruited as per selection criteria and assessed with sociodemographic proforma, Composite 
Abuse Scale (CAS) and Effective Consumer Scale (ECS). 

Results
Eighty six percent had experienced abuse, and 68% percent had experienced severe level of 
abuse. CAS score was statistically significantly more with employed status (p = .000), poor 
housing condition (p =  .000), substance use in the family (p =  .005), low socioeconomic 
status (p = .003) and sympathetic attitude of others (p = .000). On multiple linear regression 
analysis, the level of abuse was negatively associated with ‘negotiation of roles and taking 
control’ domain (beta = -2.540, t = -2.036, p = .045), and positively associated with ‘taking 
decision and action’ (beta = 2.898, t = 2.329, p = .022) domain of ECS.

Conclusions
Abuse is very common among mentally ill women and negatively associated with health seek-
ing skills in India. This finding underscores the urgent need for intervention to reduce abuse 
among mentally ill.

Key words
Women abuse • Self-management of health • Women mental health

Introduction
Women abuse is defined as “Any act of gender-based violence that re-
sults in or is likely to result into, physical, sexual, or psychological harm 
or suffering to women, including threats of such acts, coercion or arbi-
trary deprivation of liberty, whether occurring in public or private life”  1. 
In India, prevalence of women abuse is up to 50% in the general popula-
tion, and 67% among women attending health care centers 1 2. It is highly 
prevalent in the South-East Asian region, and World Health Organization 
(WHO) has expressed its concern about the same 3. Women abuse has a 
cause/effect relationship with mental disorder 4 5. Abuse is a major cause 
of mental ill health globally, and a leading cause of morbidity and mortality 
for women of childbearing age 6 7. Research has shown that, the rate of 
reported abuse in childhood and/or adulthood among women living with 
mental disorder is 80%. Most of them have been physically or sexually 
abused 4 5 8. The disorders commonly associated with women abuse are 
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was another consideration because most women in In-
dia live with family members, who can provide required 
information about patients. It also indicates that patients 
have started living in the community after improving 
from an episode of mental disorder. 
Patients were not included if they had a diagnosis of 
mental retardation or dementia due to issues related to 
reliability. For this study, presence of any psychiatric di-
agnosis as per ICD 10 (10th revision of the International 
Statistical Classification of Diseases and Related Health 
Problems) was considered as “Mental disorder”. WHO 
defined mental disorders as a broad range of problems, 
with different symptoms characterized by some com-
bination of abnormal thoughts, emotions, behavior and 
relationships with others. 
Diagnosis and remission state were ascertained by a 
qualified psychiatrist using MINI Plus, case record files, 
discussion with the treating psychiatrist, and interview 
with patients and key informant. All participants who 
met selection criteria were further assessed with as-
sessment tools in following order:
1. Sociodemographic proforma: marital status, so-

cio-economic-status, education, occupation, fam-
ily type, domicile, diagnosis, housing status, living 
with people who help in trouble, treatment received 
before, knowledge of cause of disorder, knowledge 
of treatment, family history of mental disorder, his-
tory of abuse in childhood, substance use in family, 
attitude of others etc.

2. Composite Abuse Scale (CAS): the CAS was used to 
assess the frequency and severity of different types 
of abuse 18. This is a 30 item measure whereby par-
ticipants answer using a five-point likert scale. The 
CAS is scored by summing the frequency scores 
of each of the items. Higher scores indicate more 
severe and frequent violence. Scores on the CAS 
can also be examined by focusing on the four sub-
scales of the measure: severe combined abuse, 
physical abuse, emotional abuse, and harassment. 
Validation studies have found that CAS has a high 
internal consistency, and Cronbach’s alpha value 
of > 0.85. These subscales are useful when trying 
to assess how different forms of abuse affect the 
physical and mental health of women. This scale 
has been previously used in Indian population 19. 

3. Effective Consumer Scale (ECS): the Effective Con-
sumer Scale (EC-17) was developed to assess pa-
tient’s perception of their skills and behaviours that 
are important for effectively managing, participating 
in, or leading their healthcare  20. The scale covers 
5  sub-domains: (a) use of health information; (b) 
clarifying personal priorities; (c) communication with 
others; (d) negotiating own roles and taking control; 
and (e) deciding and taking action. The scale had a 

post-traumatic stress disorder, depression, anxiety, eat-
ing disorders, insomnia, and substance abuse 9 10. On 
the other hand, women with mental disorder experience 
more abuse than the general population, which may be 
responsible for non-remission or poor outcome 11 12.
There is indirect evidence that women who experience 
abuse may have difficulty in self-health management. 
Self management of health referes to how effective peo-
ple are at dealing with their mental disorder and making 
decisions about their mental health care.
Women with abuse try to address their health issues with 
informal care, and seek help only in case of increased 
severity. Common barriers for health seeking are fear, 
shame, embarrassment, stigma, perceived support for 
help seeking, lack of financial resources and limited 
awareness of available services, and the cost of mental 
health services 13. Even with availing treatment, they may 
be inadequately adherent to medication 14. There is evi-
dence that outcome of mental disorder is worse among 
women with a history of abuse 15-17. Women abuse has 
attracted the attention of a wide spectrum of agencies, 
from healthcare providers to law enforcement authorities. 
The WHO considers it as a priority public health issue; 
it emphasises to tackle this issue effectively at the earli-
est, and has suggested conducting more research in this 
area 3. There is a gap of knowledge regarding the self-
management of health in women with abuse and mental 
disorder, and there is a need for further study as abuse 
and mental disorder themselves may result in increased 
morbidity and mortality 7 10. Understanding the self-man-
agement of health may be helpful in treatment and pre-
vention of health issues in women with mental disorders 
in remission. We have conducted this study to find out 
the levels of abuse in women with mental disorder who 
are in remission and its relationship with self-manage-
ment of health. We hypothesised that levels of abuse are 
inversely related with self-management of health.

Materials and Methods
This was a cross sectional hospital based study con-
ducted over a period of six months (November 2014 
–  April 2015) at a tertiary care centre in South India, 
after approval from institutional ethics committee. One 
hundred females (out of 118 screened) who were liv-
ing with relatives in the community after an episode of 
a mental disorder and coming for follow-up, were con-
secutively recruited after obtaining informed consent. 
We have included participants aged 18-65 years with 
history of mental disorder currently in remission for at 
least two months as per treating psychiatrist, currently 
living with family members. A two-month remission cri-
terion has been adopted since a two-month remission 
period is considered sufficient to consider end of an 
episode of mental disorder. Living with family members 
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score of 0.95 for Cronbach’s Alpha test-retest intra-
class correlation coefficient of 0.90. This scale has 
been used in Indian population previously 21.

Statistical analysis was done using SPSS v 16. To ex-
press the demographic characteristics, descriptive 
statistics (Percentage, Mean, Standard deviation etc.) 
were used. Data examination revealed significant 
skewedness in demographic variables, thus Kruskal 
Wallis Test was done to compare more than three groups 
while Mann Whitney U test was done to compare two 
groups. Multiple linear regression analysis was done 
to obtain the relationship between scores on measure 
of abuse and self-management of health after examin-
ing data distribution. Outcome measure was scored on 
ECS. The threshold of statistically significant level was 
kept at p < 0.05 for all the tests.

Results

Sociodemographic and clinical characteristics
Most participants were married, employed, of lower 
socioeconomic status, hailing from the rural area, and 
belonged to nuclear family. Majority had a diagnosis of 
mood disorder and did not receive any previous treat-
ment except ongoing (Table IA).

Level of abuse 
Eighty six percent of participant experienced some form 
of abuse with mean score being 20.33 (SD  ±  20.55) 
– commonest being emotional abuse (83%) followed by 
severe combined abuse (68%), physical abuse (62%) 
and harassment (60%) (Table IB).

Sociodemographic relationship of abuse
Level of abuse varied with employment status(Un-
employed vs. employed; MU  =  378.50, Z  =  -5.496, 
p = .000), patient domicile (Rural vs urban; MU = 756.50, 
Z = -2.454, p = .014), socioeconomic status (middle vs 
low; MU = 767.50, Z = -2.921, p = .003), status of hous-
ing (kachcha vs pakka house; MU = 297.50, Z =- 3.714, 
p = .000), substance use in the family members (pres-
ence or absence; MU = 499.00, Z = -2.802, p = .005), 
attitude of others (sympathetic or non-sympathetic; 
MU  =  544.50, Z  =  -4.567, p  =  .000) and knowledge 
of treatment option (medication vs other; χ2   = 17.521, 
df = 1, p = .000)(Tables II and III).

Relationship of abuse and self-management of health
On multiple linear regression analysis (R2 = .127, df = 5, 
F  =  2.745, p  =  .023) the value of score on CAS was 
statistically significantly negatively predicted by scores 
on ‘negotiation of own roles and taking control’ (be-
ta  =  -2.540, t  =  -2.036, p  =  .045) and positively pre-
dicted by ‘taking decision and action’ (beta  =  2.898, 
t = 2.329, p = .022) domains of ECS (Table IV).

TABLE IA. Sociodemographic and clinical characteristics.

Variables N = %

Education Primary 41

Middle 23

High School 30

Higher Secondary 6

Occupation Un-employed 35

Employed 65

Family history of mental illness Yes 10

No 90

Housing Kachcha house 17

Pakka house 82

Childhood abuse Yes 5

No 95

Substance use in family Yes 21

No 79

Family type Nuclear 85

Joint 15

Domicile Rural 68

Urban 32

Marital status Single 10

Married 90

Socio-economic-status Low 62

Middle 38

Attitude of others Sympathetic 61

Non-sympathetic 39

Diagnosis F10 3

F20 4

F30 82

F40 11

Living with Parent 19

In-law 4

With husband only 77

Person who helps in trouble Parent or sibling 41

Husband or  
relative

56

Neighbour or 
other

3

Treatment received before Nil 89

Magico-religious 7

Allopathic 4

 Supernatural 2

Knowledge of cause of illness Physical 12

Psychosocial 81

Bio-psycho-social 5

Knowledge of treatment Medication only 68

Psychotherapy 
only

4

Both 28
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TABLE II. Relationship of abuse and socio-demographic variables (Kruskal Wallis Test).

Variables N Mean Rank Chi-Square df p

Education* CAS Score Primary 41 45.96 2.790 3 .425

Middle 23 48.76

High school 30 56.58

Higher secondary 6 57.75

Diagnosis* CAS Score F10 3 36.00 3.518 3 .318

F20 4 57.38

F30 82 48.92

F40 11 63.73

Living with* CAS Score Parent 19 56.89 1.609 2 .447

In-law 4 39.38

With husband only 77 49.50

Person who helps in trouble* CAS Score Parent or sibling 41 56.05 2.552 2 .279

Husband or relative 56 46.65

Neighbour or other 3 46.50

Treatment received before* CAS Score Nil 89 49.03 3.516 2 .172

Magico-religious 7 70.29

Allopathic 4 48.50

 Supernatural 2 36.00

Knowledge of cause of illness* CAS Score Physical 12 65.25 3.969 3 .265

Psychosocial 81 48.95

Bio-psycho-social 5 46.00

Knowledge of treatment* CAS Score        1 Medication only 68 38.03 6.546 1 .011*

Psychotherapy only 4 10.50

2 Psychotherapy only 4 13.50 .495 1 .482

Both 28 16.93

3 Medication only 68 56.12 17.521 1 .000*

Both 28 29.98

CAS: Composite abuse scale; *: significant at p = 05; **: significant at p = 001

TABLE IB. Experience of abuse.

Composite abuse scale domains N = 100, n = % Minimum Maximum Mean (± SD)

Any form of abuse 86% 0.00 92.00 20.33 (20.55)

Harassment 60% 0.00 16.00 2.89 (3.39)

Physical abuse 62% 0.00 22.00 3.89 (4.86)

Emotional abuse 83% 0.00 40.00 9.30 (8.29)

Severe combine abuse 68% 0.00 21.00 4.25 (5.45)

Discussion and Conclusions 

Level of abuse 
We observed a high prevalence of abuse (particularly 
emotional abuse) among women with mental disorder. 

This is consistent with the previous report that abuse 
among mentally ill is not uncommon, particularly in de-
pression 22-24. Relationship between abuse and mental 
disorder appears to be bi-directional, but evidence 
for abuse leading to illness is stronger 11 12  25. In Indian 
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seen as having sufficient power to change traditional 
gender roles in those situations, and it is at this point 
that violence is at its highest 30.
Our study found that employment is a risk for abuse in 
mentally ill women. Though there is paucity of literature 
revealing relationship of abuse and demographic fea-
tures such as employment in mentally ill women, abuse 
may not be uncommon 31. Helen et al. argue that house-
hold income can increase the violence, if the abuser’s 
marginal utility of violence is increasing in the welfare of 
the victim 32. Similar to other reports, our study revealed 
more abuse among rural participants 33. This could be 
due to early marriage, lower educational level of hus-
band, women with husbands having alcohol use disor-
der in the rural setup 34.
Presence of substance use in the family members was 
associated with increased levels of abuse in this study. 
Substance use in caregivers who abuse the care recipi-

cultural context, it is even more important as domestic 
violence is acceptable to a certain extent and can be 
attributed to mental disorder 2 26. 

Relationship of abuse and socio-demographic variables
Low socioeconomic status is a risk for violence  27 as 
observed in this study. Other reports from India found 
a positive association between violence and mental ill-
ness in women of low socioeconomic status 28. Violence 
against women in families with lower socioeconomic sta-
tus may be due to “male” stress arising out of inability to 
fulfil their culturally defined roles such as breadwinners, 
and to control behaviour of women 29. Majority of Indian 
families are of patriarchal nature with the male being 
the head of the family. Valor of an ideal man resides in 
his ability to protect and honor the chaste behavior of 
women in his family. Counts et al. (1992) observed that 
where women have a higher economic status, they are 

TABLE III. Relationship of abuse and socio-demographic variables (Man Whiteney U test).

 N Mean rank Sum of 
ranks

Mann-
Whitney U

Z p

Occupation* CAS Score

Un-employed 35 28.81 1008.50 378.50 -5.496 .000**

Employed 65 62.18 4041.50

Family history of mental illness* 
CAS Score

Yes 10 56.65 566.50 388.50 -.708 .479

No 90 49.82 4483.50

Housing* CAS Score Kachcha house 17 73.50 1249.50 297.50 -3.714 .000**

Pakka house 82 45.13 3700.50

Childhood abuse* CAS Score Yes 5 64.30 321.50 168.50 -1.093 .274

No 95 49.77 4728.50

Substance use in family* CAS 
Score

Yes 21 66.24 1391.00 499.00 -2.802 .005*

No 79 46.32 3659.00

Family type* CAS Score Nuclear 85 52.04 4423.00 507.00 -1.262 .207

Joint 15 41.80 627.00

Domicile* CAS Score Rural 68 55.38 3765.50 756.50 -2.454 .014

Urban 32 40.14 1284.50

Marital status* CAS Score Single 10 55.20 552.00 403.00 -.541 .588

Married 90 49.98 4498.00

Socio-economic-status* CAS 
Score

Low 62 57.12 3541.50 767.50 -2.921 .003*

Middle 38 39.70 1508.50

Attitude of others* CAS Score Sympathetic 61 61.07 3725.50 544.50 -4.567 .000**

Non-sympathetic 39 33.96 1324.50

CAS: Composite abuse scale; *: significant at p = 05; **: significant at p = 001.



Levels of abuse in mentally ill women and its relationship with health care behavior

57

lems like criticism, contempt, defensiveness, stonewall-
ing etc 43 46. On the other hand, communication associ-
ated with control and power issues are the foundation 
of most conflicts.
The relationship observed between CAS score and 
scores in ‘negotiation of own role and taking control’ do-
main of ECS does not appear to be direct. Many factors 
appear to moderate the scope of practice or acquisition 
of communication or social skills. Home environmental 
factors appears to be the major determinant of hav-
ing these skills. In India common causes of abuse in 
women are dowry, substance use, unemployment, poor 
communication skills, lower socioeconomic status, in-
ability to carry out domestic responsibility and gender 
role violation 47 48.
Maladaptive coping may accompany with experience 
of severe abuse and may have skill deficits in the area 
of self-care, psychological and physical health man-
agement  49 50. A lack of access to resources and sys-
tems of support is also a risk for domestic violence 7. It 
may also be due to economic dependence, high cost of 
health care, fear that disclosure of abuse may result in 
psychosocial consequences and imposed restriction of 
movements 50. 

Contrary to our hypothesis, the CAS score was posi-
tively predicted in ‘taking decision and action’ domain 
of ECS. In other words, they have some better health 
skills in the area of tailoring/adapting information to self, 
goals/priority setting, determining values, recognition of 
rights versus acting on rights and lifestyle changes 42. 
They exercise these skills in case of higher severity of 
abuse or whenever they have the opportunity 50.
In India, sociocultural factors and gender-role expec-
tations drive Indian women into using predominantly 
passive coping modalities 51. Common strategies used 
to cope with abuse are negotiating and independent 
behaviours, help-seeking, conciliatory, resistance, and 
leaving behaviours are commonly used coping strat-

ents as a coping of primary disorder is not uncommon 35. 
Alcohol abuse is specifically associated with physical 
abuse  36. It is speculated that the overall level of func-
tioning (dysfunctional internal and external boundaries) 
within the family of substance abusing caregivers leads 
to maltreatment 37. In most Indian studies, alcohol use in 
husbands is the commonly associated factor with spouse 
abuse  2  38  39. Direct effects such as intoxication and in-
direct effects such as economic difficulty, interpersonal 
dispute and other co-morbidities associated with sub-
stance use may also contribute to higher levels of abuse.
The results of this study revealed that scores on the 
severity of abuse statistically significantly vary with the 
attitude of others (other than abuser). People may sym-
pathise more when they witness severe abuse. Howev-
er, studies have reported that there is a global change 
in attitude toward domestic violence 40. An increase in 
the level of education in the general population appears 
to have played a role in such change 41. 
Most participants were only aware of medication as 
treatment option for mental disorder, and were sig-
nificantly associated with higher level of abuse. In this 
study, nearly 60% were below middle level education 
and were less likely to have exposure to mental health 
related information. 

Relationship of abuse and self-management of health
Consistent with our hypothesis, the CAS score was 
negatively predicted by scores in ‘negotiation of own 
role and taking control’ domain of ECS. This indicates 
that they have a lack of skills/attributes in the area of 
assertiveness, communication, listening and negoti-
ating, empathy and self-motivation, willing to comply 
with treatment, patience, responsibility for control over 
illness etc 42.
Effective communication is critical to healthy relation-
ships 43-45. It appears that the non-healthy conflict reso-
lution in the form of abuse may be the result of poor 
communication skills particularly in high-conflict prob-

TABLE IV. Regression of abuse and self-management of health.

Model Un-standardized 
coefficients

Standardized 
coefficients

t Sig.

B Std. Error Beta

1 (Constant) 12.441 5.543 2.244 .027

Health information .779 1.345 .089 .579 .564

Priority 2.077 1.483 .222 1.400 .165

Communication -1.457 1.419 -.191 -1.027 .307

Negotiation and control -2.540 1.247 -.400 -2.036 .045

Decision and action 2.898 1.244 .443 2.329 .022

Dependent variable: composite abuse scale score. R2 = .127; df = 5; F = 2.745; Sig .= .023.
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be interpreted in the view of these limitations. Study 
data had a skewed distribution. Our study had a small 
sample size conducted in Indian culture. Multicultural 
and larger sample size of 200 or more could have in-
creased the generalizability of the study findings. Our 
study did not have normal control to compare the find-
ings and assessed the abuse and health care behavior 
only once. Observation over a period of time could have 
given the idea of any variation over time. Further study 
is needed in this area,with overcoming the limitations of 
this study. 
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egies. Women’s coping strategies is dependent on 
their access to financial and familial resources and are 
weighed against the particular social context as social 
networks are not usually supportive. Compliance be-
haviours are more popular coping strategies 52.
Moreover, all participants were in remission after treat-
ment from a tertiary care centre (a multispecialty medi-
cal school). Visiting hospitals and interacting with health 
professionals may also increase the health literacy. 
Medical model of illness is highly prevalent in India, 
and majority of the people are aware that multispecialty 
care centre provides a comprehensive health service 
beneath a single roof. 
With the findings of this study, we can conclude that 
abuse among women with mental disorder is highly 
prevalent, and varies with employment and socioeco-
nomic status. The level of abuse is negatively associ-
ated with health seeking skills and positively associated 
with skills resolving the health issues. Like any other 
study, this study had limitations, and the findings should 
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Summary

Objectives
To use the Arabic version of the PANSS in Lebanese schizophrenic patients, to check its va-
lidity and reproducibility compared to other versions of the questionnaire and to assess risk 
factors affecting the total PANSS score.

Methods
This case-control study, performed between April and August 2016, included 400 patients 
(200 patients, 200 controls).

Results
The PANSS scale items converged over a solution of three factors, explaining a total of 
64.81% of the variance. A high Cronbach’s alpha was found for the full scale (0.961), the pos-
itive symptoms (0.877), negative symptoms (0.933) and general psychopathology (0.926). 
A stepwise linear regression, using the total PANSS score as continuous variable, showed 
that low socioeconomic level and male gender would significantly increase the total PANSS 
score (Beta = 13.139, CI 7.570-18.708, p < 0.001 and Beta = -8.614, CI -13.884 – -3.345 
p = 0.001).

Conclusions
This study shows that the Arabic version of the PANSS has promising psychometric proper-
ties, and thus it is a good tool to use for the diagnosis of patients with schizophrenia. Based 
on this study, health care professionals and researchers can readily use the PANSS question-
naire to estimate the overall severity of schizophrenia among psychiatric patients in Lebanon. 

Key words
Schizophrenia • PANSS scale • Validation • Reliability

Introduction
Schizophrenia is a multidimensional psychiatric diagnosis which has been 
observed in all cultures and socioeconomic groups throughout the world. 
It can profoundly affect the ability to lead a satisfying social and family life, 
causes serious occupational disability and acquires extensive health care 
costs 1. Schizophrenia affects around 0.3-0.7% of people at some point 
in their life 2. In a review of the epidemiology of schizophrenia and related 
disorders in the Arab world, the prevalence ranged between 0.7% and 
5.6% 3. The World Health Organization report on mental health system in 
Lebanon in 2010 showed a prevalence of around 47% 4.
Decades ago, research on schizophrenia showed that this disorder con-
sists of at least two separate symptom clusters: positive and negative 
symptoms and syndromes 5 6. As a result, a variety of assessment scales 
were developed to identify these syndromes 7-9.
In 1987, Kay and colleagues developed the Positive and Negative Syn-
drome scale (PANSS) 10 that is a widely used and valid instrument for the 
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process, the translators compared the English versions 
of PANSS to determine whether the variables had the 
same meaning. One trained person was responsible for 
the data collection, via a personal interview with each 
patient. This person was independent of this study. A 
pilot test was conducted on 15 patients to check if the 
questions were well understood. To note that these 15 
answers were not entered in the final database. 

PANSS scale
The PANSS is a 30 item questionnaire, originally organ-
ized into separate scales for positive symptoms (seven 
items), negative symptoms (seven items) and general 
psychopathology (16  items) as designed by Kay and 
al. 10 to assess severity of psychopathology in adult pa-
tients with schizophrenia and other psychotic disorders. 
All individual items are scored with values from 1 to 7, 
with 1 reflecting absence of symptoms and 7 reflecting 
extremely severe symptoms. 
The 30 items are arranged as follow:
- positive symptom subscale items (P1-P7) includes: 

delusions, conceptual disorganization, hallucinatory 
behavior, excitement, grandiosity, suspicious/perse-
cution, and hostility;

- negative symptom subscale items (N1-N7) includes: 
blunted affect, emotional withdrawal, poor rapport, 
passive/apathetic social withdrawal, difficulty in 
abstract thinking, stereotyped thinking, and lack of 
spontaneity and flow of conversation;

- general psychopathology symptom items (G1-G16) 
includes: somatic concern, lack of judgment and 
insight, guilt feelings, tension, mannerisms and 
posturing, depression, motor retardation, uncoop-
erativeness, unusual thought content, disorienta-
tion, poor attention, anxiety, disturbance of volition, 
poor impulse control, preoccupation, active social 
avoidance 10.

The scores for these scales are calculated by sum-
mation of ratings across component items. Therefore, 
the potential ranges are 7 to 49 for the Positive and 
Negative Scales, and 16 to 112 for the General Psy-
chopathology Scale. In addition to these measures, a 
Composite Scale is scored by subtracting the negative 
score from the positive score. This yields a bipolar index 
that ranges from -42 to +42, which is essentially a dif-
ference score reflecting the degree of predominance of 
one syndrome in relation to the other 10.

Statistical analyses
Data analysis was conducted using SPSS software ver-
sion 23. The independent-sample t-test was used when 
comparing two groups. When two variables were cor-
related we used the paired sample t-test. For categori-
cal variables, the chi-2 were used when applicable. A 
p-value less than 0.05 was considered as significant. 

assessment of severity of schizophrenia symptoms  10-

12. The PANSS is currently one of the most widely used 
symptom measure in schizophrenia research; data are 
typically presented in the original three-dimensional 
form. It helps clinicians and researchers assess treat-
ment outcomes by providing a psychopathology pro-
file and by comparing the changes in PANSS scores 
throughout treatment  13-15. The PANSS can also assist 
clinicians in providing personalized treatment for pa-
tients 16.
It has been translated into many languages and validat-
ed in different populations, however the Arabic version 
was never validated in Lebanon. Thus, the objectives of 
the current study were to use the Arabic version of the 
PANSS in Lebanese schizophrenic patients, to check its 
validity and reproducibility compared to other versions 
of the questionnaire and to assess risk factors affecting 
the total PANSS score.

Methods

Study design
This case-control study was performed between April 
and August 2016 in the Psychiatric Hospital of the Cross 
(PHC), the biggest psychiatric hospital in Lebanon. This 
study included 400 patients, 200 schizophrenic patients 
recruited from the PHC and 200 controls subjects cho-
sen randomly from the general population. The purpose 
and procedures of the study were explained to all par-
ticipants, and a written informed consent was signed 
and obtained from each participant. No payment was 
made for participation. The patient had the right to ac-
cept or refuse to participate in the study.

Ethical aspect
The Psychiatric Hospital of the Cross Ethics and Re-
search Committee, in compliance with the Hospital’s 
Regulatory Research Protocol, waived the need for an 
approval based on the facts that it was an observational 
study that respected participants’ autonomy and confi-
dentiality and induced minimal harm to them. 

Procedures and assessments measurement
The questionnaire used during the interviewed was in 
Arabic, the native language of Lebanon. It included two 
parts, the first one concerning the socio-demographic 
characteristics (age, gender, age of the first episode, 
number of episodes, family history of mental disorder) 
and another one that included the Positive and Nega-
tive Syndrome Scale (PANSS) questions. The PANSS 
was translated from English to Arabic through an initial 
translation and back translation process. The English 
version was translated into Arabic by a mental health 
specialist, then this translation was translated again into 
English by another specialist. Upon completion of this 
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Results

Sociodemographic and socioeconomic characteristics 
of the participants
Details regarding sociodemographic and socioeco-
nomic characteristics of the participants are shown in 
Table I. Overall 400 participants were enrolled (200 cas-
es and 200 controls). The mean age of schizophrenic 
patients was 43 ± 13 years compared to 27 ± 10 years 
for the controls. Most of the participants were female 
in each group (70.5% in control group, 55.5% in cas-
es group). The majority of cases were single (70.0%), 
having an intermediate and below level of education 

To confirm the PANSS questionnaire construct valid-
ity in the Lebanese population, a factor analysis was 
launched for the positive, negative and general psycho-
pathology symptoms of the questionnaire respectively, 
using the principal component analysis technique, 
with a promax rotation since the extracted factors were 
found to be significantly correlated. The Kaiser-Meyer-
Olkin measure of sampling adequacy and Bartlett’s test 
of sphericity were ensured to be adequate. The retained 
number of factors corresponded to Eigenvalues higher 
than one. Moreover, Cronbach’s alpha was recorded for 
reliability analysis for the total score and for subscale 
factors. 

TABLE I. Sociodemographic and socioeconomic characteristics of the participants.

Patients 
with schizophrenia Healthy control

p-valueFrequency (%) Frequency (%)

Gender Male 89 (44.5%) 59 (29.5%) 0.002

Female 111 (55.5%) 141 (70.5%)

Geographic region Beirut 28 (14.0%) 20 (10.0%) < 0.001

Mont-Lebanon 71 (35.5%) 130 (65.0%)

North 52 (26.0%) 25 (12.5%)

South 26 (13.0%) 11 (5.5%)

Beqaa 19 (9.5%) 11 (5.5%)

Nabatieh 2 (1.0%) 3 (1.5%)

Foreign 2 (1.0%) 0 (0.0%)

Marital status Single 140 (70.0%) 166 (83.0%) < 0.001

Married 35 (17.5%) 33 (16.5%)

Divorced 23 (11.5%) 1 (0.5%)

Widowed 2 (1.0%) 0 (0.0%)

Education level Illiterate 8 (4.0%) 0 (0.0%) < 0.001

Primary 59 (29.5%) 0 (0.0%)

Complementary 62 (31.0%) 1 (0.5%)

Secondary 37 (18.5%) 3 (1.5%)

University 34 (17.0%) 195 (98.0%)

Socioeconomic level* Low 134 (67.0%) 132 (66.0%) < 0.001

Medium 61 (30.5%) 44 (22.0%)

High 5 (2.5%) 24 (12.0%)

History of medical illness Yes 110 (55.0%) 18 (9.0%) < 0.001

No 90 (45.0%) 182 (91.0%)

Family history of psychiatric illness Yes 86 (43.0%) 15 (7.5%) < 0.001

No 114 (57.0%) 185 (92.5%)

Mean ± SD Mean ± SD

Age 43 ± 13 27 ± 10 < 0.001
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lett’s test of sphericity (p < 0.001). According to the pro-
max rotated matrix the three components could be sum-
marized as follows: factor 1 included 15 items, factor 2 
incorporated 8 items, while factor 3, seven items were 
retained (Table IV). Moreover, a high Cronbach’s alpha 
was found for the full scale (0.961). The internal consist-
ency for the subscales score was also high; Cronbach’s 
alphas for the positive symptoms, negative symptoms 
and general psychopathology were 0.877, 0.933 and 
0.926 respectively.

Validity measures
The ROC curves of PANSS scale, comparing schizo-
phrenic patients with control individuals were shown in 
Figure 1. The optimal score that was a cutoff between 
healthy controls and patients with schizophrenia was 
35.50 according to the ROC curve analysis. The sen-
sitivity and specificity were good at this cutoff (99.5% 
and 81.5%, respectively). The area under the curve was 
high: 0.937 [0.910-0.964]; p < 0.001. 

Multivariate analysis
A stepwise linear regression, using the total PANSS 
score as a continuous variable, showed that low so-
cioeconomic level would significantly increase the 
total PANSS score by 13.1 points (Beta  =  13.139, CI 
7.570-18.708, p < 0.001). Male gender was significantly 
more associated with increasing the total PANSS score 
level by 8.6 points (Beta  =  -8.614, CI -13.884--3.345 
p = 0.001) (Table V). 

Discussion

Validation of the scale
In the current study, we were able to validate the Ara-
bic version of the PANSS scale, intended specifically for 
use among the Lebanese population. Results provided 
initial evidence supporting the reliability and validity of 
the scale as a screening instrument for Lebanese schiz-
ophrenics. The three factors identified in the PANSS 
scale demonstrated good psychometric properties, 
with excellent internal consistency for the scale. Thus, it 
can be used in the Lebanese population. 

(64.5%), and a low socioeconomic level (67%). On the 
other hand, 83% of the control group were single, 98% 
had a high level of education and 66% had low socio-
economic level. Almost all the control group didn’t have 
a history of medical illness and family history of mental 
disorders (91% and 92.5% respectively), while 45% of 
cases didn’t have a history of medical illness and 57% 
of them didn’t have a family history of mental disorders. 
A significant difference was found between the two 
groups for all the sociodemographic and socioeconom-
ics characteristics (p < 0.05).

Mean scores on the different scales
Table  II displays the PANSS scores between patients 
and control group. The results showed that PANSS 
score was significantly higher for patients with schizo-
phrenia when compared to controls (71.13 ± 18.99 vs 
20.35 ± 23.75, p < 0.001). It was also significantly high-
er on the three subscales of PANSS (p < 0.001). 

Correlation factor
Table III displays the correlation factors between each 
item of the PANSS scale and the whole scale. The corre-
lation factors ranged from 0.27 to 0.806 for an individual 
item. In addition, the three subscales had a high corre-
lation with the total PANSS score. For the positive symp-
tom r = 0.864, for the negative symptoms r = 0.907, for 
the General psychopathology r  =  0.968. To note that 
all factors were highly significantly correlated with the 
whole scale with p < 0.001 for all of them.

Factor analysis
Out of all the items of PANSS scale, all variables could 
be extracted from the list, with no items that over-cor-
related to each other (r  >  0.9), having a low loading 
on factors (<  0.3) or because of a low communality 
(<  0.3). The factor analysis for the PANSS scale was 
run over the sample of healthy individuals and schizo-
phrenic patients (Total n = 400). The PANSS scale items 
converged over a solution of three factors that had an 
Eigenvalue over 1, explaining a total of 64.81% of the 
variance. A Kaiser-Meyer-Olkin measure of sampling 
adequacy of 0.951 was found, with a significant Bart-

TABLE II. Mean scores on the different scales.

Patients with schizophrenia Healthy control

p-valueMean ± SD Mean ± SD

Positive symptoms 17.00 ± 7.43 4.42 ± 5.29 < 0.001

Negative symptoms 19.07 ± 7.54 4.29 ± 6.15 < 0.001

General psychopathology 35.07 ± 10.12 11.65 ± 13.92 < 0.001

Total PANSS score 71.13 ± 18.99 20.35 ± 23.75 < 0.001
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of Qatar  3 and Brazil  17. Another way to verify the re-
producibility of the questionnaire was to use correla-
tion coefficients, as the one proposed by Kirshner and 

Reliability
The internal consistency as showed by Cronbach al-
phas were higher than the original scale  10 and that 

TABLE III. Correlation for each item and the subscales with 
the whole scale.

Total PANSS

Correlation p-value

P1 Delusions 0.769 < 0.001

P2 Conceptual disorganization 0.788 < 0.001

P3 Hallucinatory behavior 0.692 < 0.001

P4 Excitement 0.270 < 0.001

P5 Grandiosity 0.554 < 0.001

P6 Suspiciousness persecution 0.783 < 0.001

P7 Hostility 0.678 < 0.001

N1 Blunted affect 0.766 < 0.001

N2 Emotional withdrawal 0.793 < 0.001

N3 Poor rapport 0.789 < 0.001

N4 Passive apathetic social 
withdrawal

0.794 < 0.001

N5 Difficulty in abstract thinking 0.761 < 0.001

N6 Lack of spontaneity and flow of 
conversation

0.793 < 0.001

N7 Stereotyped thinking 0.675 < 0.001

G1 Somatic concerns psychopathology 0.510 < 0.001

G2 Anxiety 0.539 < 0.001

G3 Guilt feelings 0.475 < 0.001

G4 Tension 0.463 < 0.001

G5 Mannerisms and posturing 0.729 < 0.001

G6 Depression 0.635 < 0.001

G7 Motor retardation 0.749 < 0.001

G8 Uncooperativeness 0.746 < 0.001

G9 Unusual thought content 0.797 < 0.001

G10 Disorientation 0.728 < 0.001

G11 Poor attention psychopathology 0.723 < 0.001

G12 Lack of judgment and insight 0.806 < 0.001

G13 Disturbance of volition 
psychopathology

0.788 < 0.001

G14 Poor impulse control 0.690 < 0.001

G15 Preoccupation 0.539 < 0.001

G16 Active social avoidance 0.757 < 0.001

Positive symptoms 0.864 < 0.001

Negative symptoms 0.907 < 0.001

General psychopathology 0.968 < 0.001

TABLE IV. Promax rotated matrix of PANSS score*

Items
Loading 
factors

Factor 1

Blunted affect N1 0.802

Emotional withdrawal N2 0.890

Poor rapport N3 0.935

Passive apathetic social withdrawal N4 0.950

Difficulty in abstract thinking N5 0.800

Lack of spontaneity and flow of 
conversation

N6 0.812

Stereotyped thinking N7 0.674

Mannerisms and posturing G5 0.731

Motor retardation G7 0.637

Uncooperativeness G8 0.508

Disorientation G10 0.874

Poor attention psychopathology G11 0.717

Lack of judgment and insight G12 0651

Disturbance of volition 
psychopathology

G13 0.804

Active social avoidance G16 0.544

Factor 2

Delusions P1 0.942

Conceptual disorganization P2 0.733

Hallucinatory behavior P3 0.787

Grandiosity P5 0.866

Suspiciousness persecution P6 0.704

Hostility P7 0.458

Unusual thought content G9 0.847

Poor impulse control G14 0.500

Factor 3

Excitement P4 0.562

Somatic concerns psychopathology G1 0.712

Anxiety G2 0.841

Guilt feelings G3 0.768

Tension G4 0.848

Depression G6 0.509

Preoccupation G15 0.566

* Cronbach’s alpha: For positive symptoms = 0.877; For negative symptoms = 0.933; 
For general psychopathology = 0.926; Total PANSS = 0.961.
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In the first factor structure study of the PANSS, Kay 
& Sevy  19 found four factors (negative, positive, ex-
cited, and depressive) in an American population. 
Most recent studies found five to seven factors  20-22. 
Our model accounted for almost 65% of the variance, 
higher than most of the conducted studies  23-25. The 
factor analysis in our study converged over 3 factors 
versus 4 factors in the original version 10 and 5 factors 
in the Brazilian version 23.

Factors affecting the total PANSS score
Gender differences have been widely observed in 
the clinical presentation, psychosocial functioning 
and course of illness in people with first-episode and 
chronic schizophrenia  26 27. Gender effects have been 
reported quite consistently in schizophrenia, with male 
patients having an earlier age of onset, poorer func-
tional outcome, greater negative symptoms and cogni-
tive impairment, and less severe positive symptoms 28. 
Male gender was correlated with a higher total PANSS 
score. Our results consolidate the previous findings that 
also found that schizophrenic men show more nega-
tive symptoms such as social withdrawal, blunted af-
fect, poverty of speech and anhedonia  29  30. Previous 
research has consistently indicated that female patients 
have a later age of onset, fewer negative symptoms, 
better premorbid social functioning, less extensive cog-
nitive impairment, and a better overall functional out-
come than male patients 28. 
The relationship between socio-economic status and 
schizophrenia has been the subject of much research 
as well. Parental education and low familial socio-eco-
nomic status may also be risk factors for poor outcome 
in schizophrenia 31. As schizophrenia occurs more com-
monly in children of parents with less education, such 
as in immigrant and/or urban families 32 33, it is also pos-
sible that patients with schizophrenia grow up in low 
socio-economic status environments only to end up 
even lower. Our results were in agreement with these 
previous findings.

Limitations
The present study has few limitations. First, this prelimi-
nary study recruited a relatively small sample of Leba-
nese schizophrenics, but the sample size is compa-

Guyatt  18. The correlation coefficients showed a high 
correlation between each item of the PANSS question-
naire and the disease. Moreover, all the items correlat-
ed well with the composite score supporting the good 
internal reliability of this version of the scale similar to 
the findings by Kay et al. 10. 

Validity
The construct validity of the Arabic version of the PANSS 
was addressed by calculating the sensitivity and speci-
ficity of the scale. Our scale properties are also better 
than those of other researchers: we obtained in a case 
finding situation a sensitivity of 99.5% and a specificity 
of 81.5%, and an Area Under the Curve (AUC) of 0.937. 
These excellent results may be due to the fact that we 
compared individuals with schizophrenia versus others 
with no psychiatric disease.

FIGURE 1. ROC curve of PANSS scale. Schizophrenic 
patients and healthy control were analyzed. Area under the 
curve = 0.937 [0.910-0.964] (p < 0.001); at value = 35.50, 
Se = 99.5% and Sp = 81.5%. 

TABLE V. Linear regression with the total PANSS score as the dependent variable in schizophrenic patients only.

Unstandardized beta Standardized beta p-value 95% CI

Low socio-economic level 13.139 0.326 < 0.001 7.570 18.708

Gender -8.614 -0.226 0.001 -13.884 -3.345

Variables entered in the linear regression: age, gender, family history of mental disorders, history of medical illness, geographic region, marital status, education level, and socioeco-
nomic level.

ROC Curve
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tients with schizophrenia. Based on this study, health 
care professionals and researchers can readily use the 
PANSS questionnaire among psychiatric patients in Leb-
anon. It is recommended to be used as a routine screen-
ing test to identify schizophrenia in all Arabic-speaking 
populations, including the Gulf and most North African 
countries, and in all Arab immigrants around the world.

Conflict of interest
None to declare.

rable to previous pilot studies done in the original and 
the other translated versions. Further larger studies are 
needed to confirm our findings. Our study recruited pa-
tients from one hospital only and thus might cause a 
selection bias.

Conclusions
This study shows that the Arabic version of the PANSS 
has promising psychometric properties, and thus it is a 
good tool to use for measuring symptom severity in pa-
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Predictive factors of anxiety and depression 
symptoms in patients with breast cancer 
undergoing chemotherapy. An explorative 
study based on metacognitions

Summary

Objectives
Chemotherapy is a treatment associated with a decrease in the patient’s quality of life. Nega-
tive emotions as depressive and anxiety symptoms are common during treatment for non-
metastatic breast cancer. Many studies have found a link between dysfunctional metacogni-
tive beliefs and psychopathology. However this relationship remains unclear in patients with 
breast cancer during chemotherapy. Aim of the study was to explore how metacognitions 
predict anxiety and depression in breast cancer patients undergoing chemotherapy. 

Materials and Methods
A convenience sample of 80 breast cancer patients undergoing chemotherapy in an outpa-
tient clinic completed a demographic questionnaire, the Metacognitions Questionnaire  30 
(MCQ-30), and the Hospital and Anxiety Depression Scale (HADS). Medical information about 
the stage of disease and the history of treatment was provided. A correlational analysis was 
performed to explore relationships between metacognitions and psychological symptoms. To 
examine the independent role of metacognitions to predict anxiety, depression, and overall 
distress (anxiety and depression), three hierarchical regression analyses were conducted. 

Results
Results of correlational analysis has shown that negative beliefs were highly correlated with 
anxiety and depression. Cognitive confidence and positive beliefs factors did not show signif-
icant correlation coefficients with anxiety and depression. Moreover, need to control thoughts 
were moderately correlated with anxiety and depression. Finally, cognitive self-consciousness 
had a low correlation coefficients with anxiety but not with depression. Results of regression 
analysis has shown that negative beliefs were a significant predictor of anxiety. The final 
model predicted the 64% of variance for anxiety. Regarding depression, the final model was 
not significant. However, negative beliefs were a significant predictor of depression. Finally, 
negative beliefs were a significant predictor of overall distress. The final model explained the 
46% of variance for overall distress. 

Conclusions
There are specific correlations between metacognitions and anxiety and depression in breast 
cancer undergoing chemotherapy. Moreover, negative beliefs is the strongest predictor for 
anxiety, depression, and overall distress. The metacognitive approach could have positive 
effects on breast cancer undergoing chemotherapy.

Key words
Breast Cancer • Anxiety • Depression • Metacognition • Chemotherapy

Introduction
Cancer patients during chemotherapy often have to deal with numerous 
side effects and psychological distress 1. In fact, chemotherapy is a treat-
ment associated with a decrease in the patient’s quality of life 2. Cancer 
and chemotherapy side effects concern daily activities, employment and 
sexual life of patients 3. Physical problems as fatigue, memory and con-
centration problems, are associated with demoralization 4. Furthermore, 
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between metacognitions and coping strategies in pal-
liative home care workers 28.
Metacognitive beliefs has a crucial role also for cancer 
patients during chemotherapy 1. In fact, negative beliefs 
explained the 61% variance for anxiety. On the other 
hand, age, negative beliefs and cognitive self-con-
sciousness explained the 39% variance for depression.
However, there are no study that had examined the 
role of some medical aspects of cancer as the types 
of tumor. This study is the first attempt to examine the 
relationships between metacognitions and anxiety and 
depression in breast cancer patients undergoing che-
motherapy. A clinical group of breast cancer patients 
undergoing chemotherapy participated in this study 
and two hypotheses were examined.
The first was to examine the relationships between 
metacognitive beliefs, anxiety, and depression in breast 
cancer patients during chemotherapy. We hypothesized 
significant and positive correlations between metacog-
nitive factors, anxiety, and depression. More specifically 
we hypothesized that negative beliefs about worry con-
cerning uncontrollability and danger were strongly cor-
related with both anxiety and depression.
The second was to explore the role of metacognitions 
in predicting anxiety and depression. If metacognitive 
beliefs can be considered as relatively stable traits that 
pre-exist emotional disorders  18  29, it is likely that they 
can explain variance in symptoms of anxiety and de-
pression in cancer patients that are undergoing chemo-
therapy. We hypothesized that negative beliefs about 
worry concerning uncontrollability and danger and cog-
nitive self-consciousness were the strongest predictors 
for both anxiety and depression. 

Methods

Participants
A convenience sample of 80 breast cancer patients un-
dergoing chemotherapy in an oncological department 
of a university hospital in southern Italy participated in 
this study. Patients were recruited on a voluntary basis 
and were informed about the aim of the study before to 
sign an informed consent sheet.
All patients were native Italian speakers and Italian 
nationals. Sociodemographics and medical charac-
teristics of the sample are presented in Table  I. The 
mean age was 56.09 years (SD = 13.00; range = 27-
82), and the level of education in years was 11.88 
(SD = 4.12; mode = 13; median = 13). Eighty-five per-
cent were married, and in terms of occupation, 69% 
were unemployed.
With respect to medical status, the majority of the pa-
tients (80%) had cancer in stage  I. All patients were 
previously treated with surgical therapy and then admit-

one in four cancer patients is depressed with more high 
percentage for brain tumours and thyroid cancer 5. 
Regarding breast cancer, negative emotions as depres-
sive symptoms are common during treatment for non-
metastatic breast cancer 6. Patients with in situ cancer 
presented an increased incidence of stress-related dis-
orders during the first 6 months after diagnosis 7. Anxi-
ety and depression symptoms improved over the time 
even if a significant percentage of patients had elevated 
anxiety and depression at the follow-up after 18 months 
diagnosis  8. However, initial cancer severity and the 
type of treatment used were not associated with Major 
Depressive Disorder (MDD) or Generalized Anxiety Dis-
order (GAD) seven months after diagnosis 9. 
On the other hand, breast cancer with personality 
disorders are at higher risk for GAD and MDD at the 
end of treatment. Pre-treatment patient characteristics 
were predictive of reduced quality of life 10. Specifically, 
young patients with breast cancer can be considered 
a target to psychological support to improve their qual-
ity of life after side effects of treatments 11. Difficulty in 
emotional processing and defense mechanisms might 
be potential targets of psychological intervention for pa-
tients with breast cancer for improvement psychological 
adjustment 12. 
At this regard, Wells and Matthews  13 have argued for 
the central role of metacognition to development anxiety 
and depression. Hence, dysfunctional metacognitive 
beliefs are the basis for the development and mainte-
nance of psychological disorders 14. There is a link be-
tween metacognitive processes and psychopathology 
also in childhood 15. Metacognition is defined as “the as-
pect of information processing that monitors, interprets, 
evaluates and regulates the contents and processes 
of its organization” 16. Vulnerability and maintenance of 
emotional disorders are associated with a non-specific 
style of thinking called the Cognitive-Attentional Syn-
drome (CAS)  17. The CAS consists of repetitive nega-
tive thinking in the process of worry and rumination that 
is driven by positive and negative beliefs about worry, 
concerning uncontrollability and danger, and limitations 
on executive controls. On these basis Wells constructed 
a metacognitive theory for emotional disorders and also 
developed self-report instruments for assessing dys-
functional metacognitive beliefs as MCQ-30 18-19.
Many studies have found that metacognitive beliefs are 
involved in a wide array of conditions, such as anxiety 
disorder 20, obsessive-compulsive symptoms 21, schizo-
phrenic disorders  22-23, anorexia nervosa  24, alcohol 
abuse 25, eating disorders 26, and Amyotrophic Lateral 
Sclerosis (ALS) patients’ caregivers 27. Moreover, in the 
last decade empirical research has explored the role 
of metacognitions in non-clinical sample. In this per-
spective, a recent research has found a relationships 
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uncontrollability and danger, which assess the extent to 
which a person thinks that perseverative thinking is un-
controllable and dangerous (Negative beliefs about un-
controllability and danger, NEG); beliefs about the need 
to control thoughts, which assesses the extent to which a 
person believes that certain types of thoughts need to be 
suppressed (Need to control thoughts, NC). A high score 
on each factor is considered dysfunctional. The MCQ-30 
is a brief, reliable and valid self-report measure of meta-
cognitions 29 31. In this study, a validated Italian version of 
the MCQ-30 was used to assess metacognitive beliefs 18. 
Results of the Italian version of MCQ-30 indicated, as in 
the original version, direct correlations between meta-
cognitive factors (except for CSC) and state and trait 
anxiety, pathological worry, and obsessive-compulsive 
symptoms. Reliability of all five factors in the present 
clinical group was acceptable to good, with Cronbach’s 
a ranging between .70 and .87 for the different scales.

Hospital Anxiety and Depression Scale  32  33. This is a 
14 item self-report scale that is divided into two dimen-
sions, each composed of 7  items. The two subscales 
provide a measure of anxiety (HADS-A) and depression 
(HADS-D). The HADS is specifically designed for as-
sessing physically ill patients and is used with medi-
cal outpatients. Respondents choose one from four re-
sponses to each item. Their responses are then summed 
within dimensions and a total score for each dimension, 
as well as both dimensions, are obtained. Scores can 
range from 0 to 21 for each subscale; high scores in-
dicating higher levels of anxiety and depression. Ac-
cording to the authors of the HADS, scores for the anxi-
ety dimension and the depression dimension can be 
categorized as follows: 0-7, normal; 8-10, mild; 11-14, 
moderate; 15-21, severe. Moreover, scores for the entire 
scale assess overall emotional distress and range from 
0-42, with higher scores indicating more distress. The 
HADS has been employed among a wide range of clini-
cal groups. Results of an Italian study with a sample of 
breast cancer patients indicated a total score for both 
dimensions of 10 points, 10 being the cut-off score for 
psychological distress 34. Reliability of the two factors in 
this present sample was good, with Cronbach’s a of .77 
for depression scale and .85 for anxiety scale.

Statistical analyses
Data obtained from this research was checked and 
subsequently analyzed by descriptive statistical analy-
sis and modeling. Descriptive statistics were calculated 
for MCQ-30, HADS, and for sociodemographic and 
medical information. Pearson correlation coefficients 
were calculated to examine the bivariate associations 
among study variables. To examine the independent 
role of metacognitions to predict negative emotions, the 
hierarchical regression analyses is conducted. In the 

ted at the outpatient clinic. All patients were treated with 
chemotherapy and the mean of treatment was 10.94 
months (SD = 12.77). Exclusion criteria included pre-
existing psychopathology or neurological disorders that 
would interfere with the completion of the measures.
An a priori power analysis, conducted using G*Power 30 

– version 2, ensured that the sample sizes were sufficient 
to yield adequate statistical power for the procedures 
conducted in our study. More specifically, to detect a 
significant finding with 7 predictors (at the .05 level) at a 
desired power level of .8, a minimum of 49 participants 
were required.

Instruments
Sociodemographic information included age, gender, 
educational degree, nationality, marital status. 
Medical information included data on the stage of the 
disease and the history of treatment.

Metacognitions Questionnaire-30  18 19. This is a 30 item 
self-report questionnaire, which measures a range of 
metacognitive beliefs and processes relevant to vul-
nerability and maintenance of emotional disorders. The 
items are rated on a 4-point Likert scale from 1 (do not 
agree) to 4 (completely agree). The items are grouped 
into five subscales, as in the original version 29. Factorial 
analysis has shown the presence of five factors: cogni-
tive confidence, which measures confidence in attention 
and memory (Cognitive confidence, CC); cognitive self-
consciousness, which measures the tendency to monitor 
one’s own thoughts and focus attention inward (Cognitive 
self-consciouness, CSC); positive beliefs about worry, 
which measures the extent to which a person thinks that 
perseverative thinking is useful (Positive beliefs about 
worry, POS); negative beliefs about worry concerning 

TABLE I. Demographic and medical characteristics of the 
sample.

Demographic and medical 
characteristics

% Mean (SD)

Age 56.09 (13.00)

Status
Single (or separated/widowed)
Married

85
15

Level of education (years) 11.88 (4.12)

Employment status
Employed
Unemployed

31
69

Stage
I
II and III

80
20

Months undergoing chemotherapy 10.94 (12.77)
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anxiety (r = .35; p < .01), depression (r = 31; p < .01), 
and overall distress (r = .38; p < .01). Cognitive self-con-
sciousness had a low correlation coefficients with anxiety 
(r = .30; p < .01) and overall distress (r = .26; p < .01), but 
not with depression. The total score of MCQ was posi-
tively related with all the other observed variables. 
Table III shows a summary of the regression analyses. 
A series of stepwise multiple-regression equations were 
constructed to examine the role of the metacognitive 
factors in predicting negative emotions of patients in 
chemotherapy. Before stepwise entry of the metacog-
nitive factors, age and duration of chemotherapy were 
controlled on step 1 and 2.
The first regression equation examined the effect of 
metacognitive factors in predicting anxiety. In the first 
step, age was not a significant predictor (p <  .05). In 
the second step, age and the duration of chemothera-
py were not a significant predictor of anxiety in breast 
cancer undergoing chemotherapy (p < .05). In the third 
step, only negative beliefs were a significant predictors 
(p < .05). the model predicted a good portion of vari-
ance for anxiety (64 per cent considering the adjusted 
R2 to correct for the number of predictors). 
The second regression equation examined the role of 
metacognitive factors to predict depression during che-
motherapy. As for anxiety, age at the first step and dura-
tion of chemotherapy were not a significant predictors 
(p < .05). At the third step, only negative beliefs were 
a significant predictor (p < .05) of depression in breast 
cancer patients undergoing chemotherapy. However, 
the final model was not significant to explain depression 
in breast cancer undergoing chemotherapy.
The third equation examined the role of the metacog-
nitive factors to predict both anxiety and depression, 
considering emotional distress as an overall presence 
during chemotherapy. As for anxiety and depression, 

first step we insert the age as demographic variable, 
in second step the “duration of chemotherapy”, then 
stepwise entry of the metacognitive factors. So the lat-
ter were controlled on step 1 and 2.
In stepwise multiple regression the independent vari-
ables are entered according to their statistical con-
tribution in explaining the variance in the dependent 
variable. The procedure is designed to find the most 
parsimonious set of predictors that are most effective in 
predicting the dependent variable, so it excludes vari-
ables that do not contribute to explaining differences in 
the dependent variable.
To validate the three stepwise regression models, the 
data set was randomly split into a 75% training sample 
and a 25% validation sample. The training sample was 
used to develop the model, test its effectiveness on the 
validation sample and test the applicability of the model 
to cases not used to develop it. For the models present-
ed in Table III, the shrinkage (R2 for the training sample 
75% - R2 for the validation sample 25%) was not more 
than 3% (results not shown).

Results
Table  II shows the mean scores, and zero-order cor-
relations for all the observed variables. Examination of 
the metacognitive factors the results showed that nega-
tive beliefs had the strongest correlation both with anxi-
ety (r = .76; p < .01) and depression (r = .54; p < .01). 
Cognitive confidence did not show significant correlation 
coefficients with anxiety and depression. However, cog-
nitive confidence showed a low correlation coefficient 
with overall distress (r = .26; p < .05). Regarding positive 
beliefs, there were not significant correlation coefficients 
with anxiety, depression, or overall distress. Need to con-
trol thoughts were weekly and positively correlated with 

TABLE II. Descriptive statistics (mean with standard deviations in parentheses) and zero-order correlations for all the variable 
observed.

Variable M (SD) 1 2 3 4 5 6 7 8

1. HADS Anxiety 7.43 (4.34)

2. HADS Depression 5.86 (3.63) .57**

3. HADS Total score 12.79 (7.40) .91** .87**

4. MCQ-30 Positive beliefs 9.91 (4.44) .19 -.08 .08

5. MCQ-30 Negative beliefs 13.13 (4.63) .76** .54** .68** .02

6. MCQ-30 Cognitive confidence 10.89 (4.36) .21 .20 .26* -.08 .19

7. MCQ- 30 Need to control thoughts 14.16 (3.44) .35* .31** .38** .07 .44** .10

8. MCQ-30 Cognitive self-consciousness 18.41 (2.89) .30** .06 .26* .33** .27* .06 .47**

9. MCQ-30 total score 66.50 (11.47) .64** .37** .59** .47** .68** .47** .66** .65**

HADS: Hospital anxiety and depression scale; MCQ-30: short version of the Metacognitions Questionnaire. * p < .05. ** p < .01.
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TABLE III. Predictors of anxiety, depression and overall distress.

b T P R2 Adj R2 F P

I – Anxiety

Step 1 0.01 0.02 0.22 .64

Age 0.08 0.47 .64

Step 2 0.06 0.00 1.01 .38

Age
Months undergoing chemotherapy

0.09
0.23

0.51
1.34

.61

.19

Step 3 0.71 0.64 9.47 .00

Age
Months undergoing chemotherapy
MCQ-30 Positive beliefs
MCQ-30 Negative beliefs
MCQ-30 Cognitive confidence
MCQ-30 Need to control thoughts
MCQ-30 Cognitive self-consciousness

0.01
0.02
0.11
0.83
-0.05
-0.09
0.13

0.12
0.22
0.96
6.71
-0.40
-0.64
1.06

.90

.83

.34

.00

.69

.53

.30

II - Depression

Step 1 0.02 0.02 0.59 .45

Age 0.13 0.77 .45

Step 2 0.07 0.01 1.10 .34

Age
Months undergoing chemotherapy

0.13
0.22

0.80
1.27

.43

.21

Step 3 0.32 0.14 1.78 .13

Age
Months undergoing chemotherapy
MCQ-30 Positive beliefs
MCQ-30 Negative beliefs
MCQ-30 Cognitive confidence
MCQ-30 Need to control thoughts
MCQ-30 Cognitive self-consciousness

0.09
0.08
0.04
0.51
-0.13
0.11
-0.20

0.50
0.48
0.20
2.71
-0.76
0.49
-1.04

.62

.63

.84

.01

.45

.63

.31

III – Overall distress

Step 1 0.01 -0.02 0.21 .65

Age 0.08 0.46 .65

Step 2 0.70 0.14 1.25 .30

Age
Months undergoing chemotherapy

0.09
0.25

0.51
1.51

.61

.14

Step 3 0.57 0.46 5.29 .00

Age
Months undergoing chemotherapy
MCQ-30 Positive beliefs
MCQ-30 Negative beliefs
MCQ-30 Cognitive confidence
MCQ-30 Need to control thoughts
MCQ-30 Cognitive self-consciousness

0.01
0.07
0.11
0.72
-0.09
-0.07
0.04

0.08
0.55
0.83
4.89
-0.67
-0.04
0.29

.93

.58

.41

.00

.51

.97

.77

The table shows the standardized regression coefficients (b), the t test on individual coefficients (T), the p values of T (Sig of T); the R2 and the adjustment R2 to correct for the number 
of predictor, and the F change statistic for each step, the p values of F change statistic (Sig of F change). 
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beliefs was important predictor for negative anxiety, de-
pression, and overall distress. 
Specifically, the first equation showed that negative be-
liefs about worry concerning uncontrollability and dan-
ger explained a high portion of variance for anxiety (64% 
considering the adjusted R2). No other metacognitive 
factors have shown a significant role in predicting anxi-
ety level in breast cancer undergoing chemotherapy. In 
addition, results of this research showed that both age 
and months undergoing chemotherapy did not have an 
impact on anxiety levels of patients.
Results of the second equation showed that the negative 
beliefs was a significant predictor of depression. How-
ever, the model was not significant for explained depres-
sion scores of breast cancer patients undergoing che-
motherapy. Differently from a recent study with patients 
undergoing chemotherapy  1, cognitive self-conscious-
ness did not show a role to predict depression in breast 
cancer. Furthermore, age and duration of chemotherapy 
did not have an impact on depression scores.
Finally, the third regression analysis examined the role 
of metacognitive factors to predict overall distress 
(anxiety and depression) in breast cancer patients un-
dergoing chemotherapy. The final model was statisti-
cally significant and explained the 46% of variance for 
emotional distress. On the other hand, only negative 
beliefs was a significant predictor. As for anxiety and 
depression, the other metacognitive factors and age 
and duration of chemotherapy did not show a signifi-
cant role in the model.
This study aims to examine the role of metacognitions 
in breast cancer patients undergoing chemotherapy. 
Past studies have shown the role of metacognitions as 
vulnerability factors to predicting development of psy-
chological symptoms. Moreover, a recent study has 
explored this relationship in cancer patients undergo-
ing chemotherapy  1. In this perspective, the present 
research was aimed to explored the relationships be-
tween metacognitions and psychological symptoms in 
breast cancer. 
However there are a number of limitations that should 
be addressed by future research. A major limitation was 
the small size of the sample. Moreover, future research 
should be take account the role of medical aspects, 
such as the time elapsed after diagnosis. 
If confirmed by future research, results of this study 
would have important implications in clinical practice. 
In fact, metacognitive approach 17 could have positive 
effects on breast cancer patients undergoing chemo-
therapy. At this regard, a time-limited group therapy can 
be efficacy for MS patients 35.
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gender and the duration of chemotherapy were not a 
significant predictors (p < .05) of emotional distress. At 
the third step, negative beliefs were a significant predic-
tor of emotional distress in breast cancer during che-
motherapy. Considering the adjusted R2 correct for the 
number of predictors, the final model explained the 46 
per cent of variance for emotional distress.

Discussion
In this study, our goal was to examine the relationships 
between metacognitions and emotional distress (anxi-
ety and depression) in breast cancer patients undergo-
ing chemotherapy. We tested two hypotheses and two 
main results emerged from our study. 
The first aim was to explore the association between 
metacognitions and emotional distress. Consistent with 
a recent study on metacognitions and emotional dis-
tress in cancer patients 1, dysfunctional metacognitive 
beliefs were positively associated with both anxiety and 
depression. Negative beliefs about worry concerning 
uncontrollability and danger showed a strong correla-
tion with anxiety. Negative beliefs were also correlated 
with depression, but to a lesser degree. Hence, the ex-
tent to which a breast cancer patient during chemother-
apy thinks that perseverative thinking is uncontrollable 
and dangerous is strongly related to the presence of 
anxiety and depression.
Furthermore, results had shown two specific relationships 
for breast cancer patients. Need to control thoughts, was 
positively related both to anxiety and depression but 
only weakly. In addition, cognitive confidence and posi-
tive beliefs were not related with anxiety and depression. 
Hence, the extent to which a breast cancer believes that 
certain types of thoughts need to be suppressed is re-
lated with anxiety and depression. On the other hand, 
confidence in attention and memory has a marginal role 
for anxiety and depression in breast cancer.
Another metacognitive factor, cognitive self-conscious-
ness, was weakly related with anxiety but not with de-
pression. Therefore, the tendency to monitor one’s own 
thoughts and focus attention inwards has only for anxi-
ety. Finally, positive beliefs was not related with both 
anxiety and depression.
The second aim of this study was to explore the inde-
pendent role of metacognitions while controlling for age 
and duration of chemotherapy. 
Past studies have shown that metacognitive factors are 
relatively stable traits that exist before the onset of emo-
tional disorders  18 and can explain symptoms of emo-
tional distress during chemotherapy 1. To test whether 
metacognitive factors could independently predict anxi-
ety, depression, and overall distress in breast cancer 
patients during chemotherapy, three regression analy-
ses were conducted. Results highlighted that negative 
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Neurological soft signs in schizophrenia: 
gender differences and promising 
suggestions

Summary

Objective
Neurological soft signs in schizophrenia have been widely discussed, and have been of great 
interest to many psychiatrists and neuroscientists. Clinical gender differences have been 
widely detected in schizophrenia, and soft sign studies might help us relate these clinical 
differences to neurological abnormalities. Our aim was to look for gender differences in “de-
velopmental reflexes” soft signs in schizophrenia. 

Methods
Fifty patients with schizophrenia and 50 healthy individuals were enrolled in this study. The 
Neurological Evaluation Scale was used in order to assess for all soft signs in normal subjects 
and in schizophrenia patients. 

Results
Schizophrenia subjects scored significantly higher than normal subjects in terms of the total 
NSS score. Male schizophrenia subjects scored significantly higher than female schizophre-
nia subjects in terms of the glabellar reflex score, and total NSS score of all soft signs.

Conclusions
Gender differences in the glabellar reflex might suggest differences in the etiology of the ill-
ness between the genders. We think that these differences might involve the basal ganglia. 
Future studies involving larger samples might confirm these differences. 

Key words
Schizophrenia • Glabellar reflex • Neurological evaluation scale • Neurological soft sign • Basal ganglia

Introduction
Defined as “non-localizing abnormalities without diagnostic specificity” 1, 
neurological soft signs (NSS) represent a tool that is independent of the 
disorder’s core signs and symptoms. However, they reflect significant no-
tions regarding the disorder’s developmental etiology.
Many studies have focused on comparing three sets of NSS scores: those 
of patients, those of their normal first degree relatives, and those of normal 
non relative subjects. In fact, most of these studies showed that patients 
had the highest NSS scores among the three sets, and the first degree 
relatives, although normal, showed scores that were lower in number than 
those of patients but higher than those of the normal non-related sub-
jects 2. This has suggested a genetic, developmental etiology governing 
schizophrenia.
A wide variety of other studies has shown the abundance of gender differ-
ences in schizophrenia. These studies showed males having the disorder 
more commonly than females, with a slight difference in prevalence 3.
Males showed a peak at early adulthood, while females presented two 
peaks: the first slightly later than that of males, and the second around 
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Tools
Patients’ demographic characteristics and medical his-
tory were collected from the patient files. All subjects’ 
neurological soft signs were examined by a senior psy-
chiatrist at the hospital. The neurological evaluation 
scale (NES) 9 was used for this purpose. NES is a struc-
tured scale which includes 26  items in four subscales 
(motor coordination, sensory integration, sequencing of 
complex motor acts and others). Each item is rated on a 
scale of 0-2 (0 = relatively normal, 1 = some disruption, 
2 = major disruption). The motor coordination subscale 
includes information about tandem walk, rapid alternat-
ing movements, finger-thumb opposition and the finger-
to-nose test. The sensory integration subscale includes 
information about audiovisual integration, stereognosis, 
graphesthesia, extinction and right/left confusion. Se-
quencing of motor acts investigates the fist-ring test, 
the fist-edge-palm test, the Ozeretski test and rhythm-
tapping test B. Others include adventitious overflow, 
the Romberg test, tremor, memory, mirror movements, 
rhythm tapping test A, synkinesis, convergence, gaze 
impersistence, glabellar reflex, snout reflex, grasp re-
flex and sucking reflex (Buchanan & Heinrichs, 1989). 
We created a total of all soft signs by adding all the 
score of all the signs (walk, Romberg, overflow, tremor, 
audiovisual, stereogenesis, graphestesia, FR, FEP, Oz-
eretski, memory, rhythm A, rhythm B, RAM, FT oppo-
sition, mirror, extinction, RL confusion, synkinesis, con-
vergence, gaze, finger, glabellar, snout, grasp, suck).
Chlorpromazine equivalents of the neuroleptic medication 
that the patients were taking at the time of the study were 
calculated based on the method of Andreasen et al. 10. 

Statistical analysis
Data analysis was performed on SPSS software, ver-
sion 22. Two sided statistical tests were used; Chi-2 and 
the Fischer’s exact tests for dichotomous or multinomial 
qualitative variables and student’s t test for quantitative 
variables of normal distribution and homogeneous vari-
ances. A p-value of less than 0.05 was considered as 
statistically significant.

Results

Socio-demographic characteristics
Fifty-two percent of the normal subjects were females 
versus 58% in the schizophrenia group. Half of the 
non-schizophrenia patients were aged between 41-
50 years, compared to 40% aged between 41-50 years 
in the schizophrenia group (Table  I). All patients were 
clinically stable.
Table II displays the gender differences in the duration 
of illness and the total daily dose of chlorpromazine 
equivalent in patients with schizophrenia. The results 

menopause. Another study conducted by Lane et al. 
showed that males, whose mothers suffered from ob-
stetric complications, had higher NSS scores, while fe-
males showing high NSS scores had a family history 
of schizophrenia. However the study didn’t discuss 
any differences in NSS subscores between the sexes 4. 
Furthermore, differences in function and severity were 
also assessed, with males showing a lower functioning 
ability prior to their first psychotic break, suggesting the 
earlier appearance of abnormalities in males than in fe-
males  5. Finally, women with schizophrenia tended to 
continue to have better outcomes than males regard-
ing their social functioning 5-7. In fact these clinical dif-
ferences need to be explained neurologically, and we 
think that NSS studies might help us define the targets 
and the aims of future neurological studies. 
From a metabolic perspective, the metabolic activity of 
the caudate nucleus has been studied in schizophre-
nia, with the results showing an abnormal metabolism 
within the basal ganglia in schizophrenia, with the most 
severe abnormality being reported in patients with de-
velopmental reflexes. These patients showed an earlier 
age of psychosis’ onset 8. 
Our study aims at assessing whether gender differenc-
es in “Developmental Reflexes” soft signs do exist in 
schizophrenia. 

Methods

Study design and sample
The study was performed between January 2014 and 
May 2014, on patients diagnosed with schizophrenia at 
the Psychiatric Hospital of the Cross (HPC)-Lebanon, 
the oldest and largest psychiatric institution in Leba-
non and the Middle East, and on normal subjects. 
Normal subjects were chosen randomly from the gen-
eral population. A total of 100 participants, 50 patients 
and  50 controls, were enrolled in the study. In addition, 
patients’ demographic and clinical data were collected 
from patient reports saved at HPC. Patients were di-
agnosed with schizophrenia according to DSM-IV by 
psychiatrists of the hospital. Patients with mental retar-
dation, any acute or chronic medical disease, schizoaf-
fective disorder, substance abuse, or patients who have 
undergone electro-convulsive therapy (ECT) in the pre-
vious 6 months, were excluded from the study. Normal 
subjects with any mental retardation, medical condition, 
or substance abuse were also excluded. Both samples 
were matched for sex and age. Males and females were 
also matched for age, duration of illness and neurolep-
tic dose. Written informed consent was obtained from 
all participants before the study was initiated. The study 
received the approval from the institutional review board 
of the hospital.
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We used the Neurological Evaluation Scale  9 for the 
NSS calculation, which has been used in many previ-
ous studies. Our results were in line with those of other 
studies. Any possible involvement of neuroleptic med-
ication effects can be excluded since to many studies 
succeeded in proving the absence of any effect on 
soft signs the medication might have  11  12. One previ-
ous study has succeeded in associating the increase in 
male schizophrenia soft sign scores with obstetric com-
plications, and the increase in female schizophrenia 
score with genetic history  4. However, the study didn’t 
discuss any gender difference in the soft sign scores 
themselves. 
The caudate nucleus was shown to play roles in emo-
tion control and decision control  9  13, which are both 
known to be abnormal in schizophrenia  14. Another 
study has suggested that striatal-cortical dysconnec-
tivity may underlie the effects of dopamine dysregula-
tion on the pathophysiologic mechanism of psychotic 
symptoms 15. Therefore we think that the glabellar re-
flex soft sign, which is at least in part controlled by 
the caudate 16 might suggest a difference in brain pa-
thology between the genders, that might involve the 
caudate. This needs to be confirmed by future studies. 
We think that focusing on the caudate and other basal 
ganglia must be the first step towards understand-
ing the possible gender differences characterizing 
schizophrenia. However other brain structures might 
govern those gender differences, like the prefrontal 
cortex, brainstem or the limbic system. In schizophre-
nia, higher NSS were associated with reduced corti-
cal thickness and LGI in fronto-temporo-parietal brain 
areas  17. We presume that detecting those brain dif-
ferences can explain the clinical gender differences 
governing schizophrenia, and can go further towards 
a new gender based classification. Any classification 
that is based on solid scientific facts will ultimately en-
hance the diagnosis and the treatment of schizophre-

showed that there were no significant gender difference 
in the duration of illness (p = 0.27) or in the total daily 
dose of medication doses (1041 ± 544 vs 1450 ± 1175; 
df = 35.85; p = 0.118). 
Regarding the glabellar reflex, a significantly higher 
percentage of males having four or five blinks or more 
than six partial blinks and those with 6 or more full blinks 
(87.5% and 88.9%) as compared to females (12.5% and 
11.1%) in the schizophrenia group (p = 0.001). In addi-
tion, there was a significant difference for the glabellar 
reflex and the snout sign between persons with schizo-
phrenia versus those without schizophrenia in favor of 
those with schizophrenia (p = 0.006 and p = 0.025). As 
for the suck sign, a significant difference was found be-
tween patients with schizophrenia compared to those 
without schizophrenia (32% vs 10%) (Table III). 

Discussion
In the present study our male schizophrenia patients 
scored higher than females in terms of the glabellar re-
flex soft sign.

TABLE I. Sociodemographic characteristics of the participants.

Factor
Non  

schizophrenia Schizophrenia p-value

Gender 0.546

Male 24 (48%) 24 (48%)

Female 26 (52%) 26 (52%)

Age in years 0.528

20-30 5 (10%) 3 (6%)

31-40 15 (30%) 19 (38%)

41-50 25 (50%) 20 (40%)

51-60 (10%) 8 (16%)

TABLE II. Gender differences for the duration of illness and the daily dose of chlorpromazine equivalent in patients with 
schizophrenia.

Gender

p-value

Female Male

Frequency (%) Frequency (%)

Duration of illness in years < 10 10 (41.7%) 5 (19.2%) 0.270

10-20 7 (29.2%) 14 (53.8%)

20-30 6 (25.0%) 6 (23.1%)

30-40 1 (4.2%) 1 (3.8%)

Mean ± SD Mean ± SD

Daily dose of chlorpromazine equivalent 1041 ± 544 1450 ± 1175 0.118
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promazine equivalent doses was found between genders. 
Although we couldn’t compute the year-dose equivalents 
of patients, we think that the glabellar reflex gender differ-
ence is independent of how long each patient has been 
on a certain dose, because all the patients of our study 
were chronic schizophrenia patients who have been on 
constant doses of neuroleptics for a relatively long period 
of time. In addition to medication doses, both males and 
females were matched for age and duration of illness for 
there were no significant statistical differences in these pa-
rameters between the two samples. 

nia. For example, if male schizophrenia was shown to 
be basal ganglia related, medications that target the 
basal ganglia must be the mere focus when treating a 
male schizophrenia patient. 
Although it has been shown by many studies that NS-
Ss are not affected by antipsychotic medication 12 18, we 
thought that when comparing a single soft sign between 
two groups, it would be mandatory to show that the two 
samples match for medication doses. Nevertheless neu-
roleptic medication might affect the severity of a neuro-
logical soft sign. In fact, no significant difference in chlor-

TABLE III. Differences in developmental reflex scores between the genders.

Subjects without 
schizophrenia

Patients with 
schizophrenia P-value

Female Male Total Female Male Total

Males vs 
females 

in the non 
schizophre-
nia group

Males vs 
females in 
the schizo-

phrenia 
group

Non-schizo-
phrenia vs 

schizophre-
nia group

Glabellar

Three or 
fewer blinks

23 
(52.3%)

21 
(47.7%)

44 
(88.0%)

22 
(66.7%)

11 
(33.3%)

33 
(66.0%)

0.221 0.001 0.025

Four or five 
full blinks or 
more than six 
partial blinks

3 
(75.0%)

1 
(25.0%)

4 
(8.0%)

1 
(12.5%)

7  
(87.5%)

8 
(16.0%)

Six or more 
full blinks

0 
(0.0%)

2 
(100.0%)

2 
(4.0%)

1  
(11.1%)

8  
(88.9%)

9 
(18.0%)

Snout

No 
contraction

26 
(52.0%)

24 
(48.0%)

50 
(100.0%)

21 
(48.8%)

22
(51.2%)

43 
(86.0%)

N/A 0.769 0.006

Any 
contraction

0  
(0.0%)

0  
(0.0%)

0 
(0.0%)

3
(42.9%)

4
(57.1%)

7 
(14.0%)

Grasp

No flexion of 
fingers

25 
(51.0%)

24 
(49.0%)

49 
(98.0%)

23 
(52.3%)

21 
(47.7%)

44 
(88.0%)

0.332 0.134 0.131

Mild flexion 1 
(100.0%)

0  
(0.0%)

1  
(2.0%)

0 
(0.0%)

4 
(100.0%)

4 
(8.0%)

Marked 
flexion

0  
(0.0%)

0 
(0.0%)

0  
(0.0%)

1 
(50.0%)

1 
(50.0%)

2 
(4.0%)

Suck

No 
movement

23 
(51.1%)

22 
(48.9%)

45 
(90.0%)

14 
(41.2%)

20 
(58.8%)

34 
(68.0%)

0.706 0.159 0.007

Any sucking 
or pursing

3 
(60.0%)

2 
(40.0%)

5 
(10.0%)

10 
(62.5%)

6 
(37.5%)

16 
(32.0%)

Total score 1.80 ± 
3.46

1.00 ± 
2.22

1.42 ± 
2.93

16.29 ± 
6.70

15.84 ± 
7.85

16.06 ± 
7.25

0.329 0.830 < 0.001



G. Merhej et al.

78

Magnetic Resonance Imaging or Functional Magnetic 
Resonance Imaging, which we think is valuable. We 
believe that gender differences might improve our un-
derstanding of schizophrenia, and might translate into 
a clinical classification of “male schizophrenia” versus 
“female schizophrenia” in the future.
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Limitations
Being a hospital-based observational study, there are 
some possible limitations, mainly the influence of the en-
vironment on the mood of the patients and consequently 
on their performance. A selection bias is possible since 
the patients were recruited from one psychiatric hospital. 
In addition, our inability to compare daily Chlorpromazine 
doses between the genders would be another limitation. 

Conclusions
Until recently, many clinical gender differences char-
acterizing schizophrenia remain neurologically unex-
plained. The difference in glabellar reflex that we de-
tected might be valuable, and its etiology might be 
confirmed through accurate imaging methods, like 
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Summary

Objective
To explore the barriers and facilitating factors to the provision of mental health services to 
immigrants and refugees by exploring the experiences of mental health workers (MHWs.)

Method
A qualitative study was performed in May 2013 in a city in the Emilia Romagna region. Par-
ticipants were recruited using purposive sampling and 14 semi-structured interviews were 
performed with MHWs. Framework Analysis was used to interpret the data.

Results
Five facilitating factors were identified: language skill of patients, involvement of patients’ 
family, specialist cultural psychiatric services, voluntary services and organisation of the 
mental health system. 
Five barriers were identified: patients’ perceptions, lack of family support, cultural knowledge 
of MHWs,  language skill of MHWs and funding of the mental health system.

Conclusions
The barriers and facilitating factors identified reflect findings from research in both European 
and non-European countries. Nevertheless, the results of this study highlight the fact that a 
national mental health policy for immigrants and refugees needs to be implemented along-
side cultural competence training programmes and specialist cultural psychiatric services.

Key words
Italy • Immigrants • Refugees • Mental health workers

Key concepts
For the purpose of this study, immigrants were defined as people who:
– originate from a country outside the European Union (EU);
– (EU as of 2013);
– Have acquired citizenship in Italy;
– Have chosen freely to emigrate out of his/her country of origin.
(Appendix 1 shows the countries that are members of the 2013 EU)

For the purpose of this study, refugees were defined as people who:
– originate from any country in the world;
– have acquired refugee status in Italy;
– have been forced to flee out of his/her country of origin.
This study did not include immigrants without citizenship as they have different entitlements 
to the Italian National Health Service (INHS) in comparison to immigrants with citizenship 
and refugees 1 2. EU immigrants and asylum seekers were not included, as it was deemed that 
the scope of this study would then be too wide.

Introduction

Migration and mental health
Immigrants and refugees have an increased risk of suffering from mental 
health disorders due to the challenging experiences that they encounter 
during the migration process, see Table I 3-6.
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however, show that MHWs face barriers when providing 
care  28  29. For example a United Kingdom (UK) study 
reports that MHWs face funding issues and receive in-
sufficient cultural training 29. Evidently, more research is 
needed regarding the experiences of MHWs in the pro-
vision of care to immigrants and refugees in Italy.

Method

Study site
The study was conducted in the city of Bologna (locat-
ed in the Emilia Romagna region in Northern Italy).
In Bologna there are two specialist cultural psychiat-
ric services: the Bologna Transcultural Psychosomat-
ic Team (BoTPT) and a Cultural Consultation Centre 
(CCC) 18 30.
The BoTPT is a multidisciplinary study and research 
Centre of the Department of Medical and Surgical Sci-
ences- Bologna University. The team provides consulta-
tions in partnership with the Department of Mental Health 
of Bologna designed to identify the mental and psycho-
social needs of migrants and to direct them to appro-
priate services. The consultation includes psychiatrist 
researchers, psychologists, medical doctors, students, 
psychiatry registrars and medical anthropologists, and 
if needed, a cultural mediator joins the team 18. In addi-
tion, the BoTPT delivers training and support activities 
to informal carers, general practitioners, psychiatrists 
and mental health operators social workers, medical 
students and psychiatric trainees. Training is specially 
directed to social and voluntary workers working with 
asylum seekers and traumatized immigrants 31 32.
The Cultural Consultation Centre (CCC) started in 2010 as 
an experimental project in partnership with the Department 
of Mental Health of Bologna, the Centre for International 
Health, the Department of Social Anthropology of Medical 
Knowledge of Bologna University and professionals in the 
field of ethnopsychiatry and social care 33.
The CCC is based on a multidisciplinary approach to 
the psycho-social distress that immigrants, refugees 
and members of ethno-cultural communities experi-
ence. The CCC acts as a consultation liaison service 
with the aim of transferring knowledge and supporting 
health and social workers in the evaluation and assis-
tance of migrants.

Sampling
Expert sampling was used to recruit participants and elicit 
the views of those with specific experiences or expertise 
in providing care to immigrants and refugees. This was 
achieved by targeting MHWs in both Community Mental 
Health Centres (CMHCs) and mental health hospitals who 
had extensive experience of working with immigrants and 
refugees or who worked for the CCC or BoTPT.

Migration in Italy
During the last three decades, Italy has become a popu-
lar destination for non-EU immigrants and refugees due 
to the collapse of the Soviet Union and political unrest in 
Northern Africa 7. 

The majority of non-EU immigrants and refugees set-
tle in Central and Northern Italy  8. In 2012 there were 
3,637,724 non-EU immigrants holding residence per-
mits and 58,060 refugees 9 10.
The Italian government is yet to implement a programme 
that collects data about the health of migrants 7. 

Mental health disorders of migrants
Migrant groups are all at increased risk of developing 
mental health conditions, however the rates of mental 
health conditions are often twice as high in refugee pop-
ulations in comparison with economic migrants 4. Sev-
eral studies have shown that immigrants and refugees 
suffer from somatization disorder, post-traumatic stress 
disorder, psychotic disorder, anxiety disorder, and de-
pression 11–17.

Immigrants and refugees experiences of mental health 
services
In Italy, immigrants and refugees are entitled to access 
mental health services  1  2  18. Research has shown that 
they encounter barriers when accessing services, for ex-
ample: individual health beliefs and discrimination from 
health workers 1 7 19-27. Furthermore, mental health fund-
ing that specifically addresses immigrants’ and refugees’ 
mental health needs has not been implemented 24.

Mental health workers experiences of providing care  
to immigrants and refugees
In Italy, there is limited research about the experiences 
of mental health workers (MHWs) in the provision of 
care to immigrants and refugees 25. Studies in Europe, 

TABLE I. Stages of migration and related mental health risk 
factors (da Carta, et al., 2005, Lindert et al., 2008, Bhugra et al., 
2011, mod.) 3 4 6.

Migratory stage Risk factors

Pre-migration Persecution in country of origin
Experiences of violence or war

Migration Extensive application process 
to obtain citizenship or refugee 
status
Poor travelling conditions 

Post-migration Cultural bereavement
Loss of status or family contact
Poor or lack of employment
Acceptance by new nation



The provision of mental health services to immigrants and refugees in Italy

81

Language 
Ten participants stated that if the patient was able to 
speak Italian then this was a facilitating factor as trans-
lators were then not required for appointments and to 
build a relationship.

“… they often learn Italian quickly, and then it is not nec-
essary to involve the translator in the relationship, and 
this is good …” (Interviewee 14- BoTPT worker)

Family support
Four participants stated that family support was a fa-
cilitating factor and that good relationships had been 
established with family members.

“I have good relationships with families, they are often 
very helpful…”(Interviewee13- BoTPT worker)

Provider level

Specialist cultural psychiatric services
Eight participants; five of which worked at either the 
BoTPT or the CCC, stated that the specialist cultural 
psychiatric services were a facilitating factor. All of the 
psychiatrists working within the BoTPT or the CCC, ex-
plained how the teams provided them with support to 
deliver appropriate care.

“… The BoTPT is very helpful; if you have a problem 
with an immigrant patient; you can ask the team to help 
you with the problem” (Interviewee 11- BoTPT and CCC 
worker)

 “If I have difficulties I can request a consultation with 
the CCC … and I can discuss the case with the Experts” 
(Interviewee 7)

Voluntary services
Eight participants said that the voluntary services, such 
as ethnic community support groups, helped to facili-
tate care provision. Participants explained how the ser-
vices provided them with an opportunity to learn valu-
able information and support when discharging immi-
grant patients.

“From 2007 we have meetings every month with work-
ers from volunteer services … they give us information 
so we can learn how to better care for immigrants” (In-
terviewee 9- BoTPT worker)

“When the patient was discharged from hospital we 
contacted a community group to help him … it would 
have been difficult without them” (Interviewee 14- BoT-
PT worker)

Participants
Overall thirteen consultant psychiatrists and one psy-
chiatry registrar were recruited from seven facilities: five 
CMHCs and two inpatient hospitals. Five of the fourteen 
participants worked in either the BoTPT or the CCC. The 
mean age of participants was 46.4 years and the mean 
time participants had worked in Bologna was 11.3 years. 
Due to the selection criterion the majority of participants 
were recruited from CMHCs, as MHWs at CMHCs are 
responsible for coordinating treatment programmes for 
patients; therefore have regular patient contact 19 34.

Data collection
The study was conducted in May 2013 and semi-struc-
tured interviews were used to collect data. Interviews 
were held at CMHCs and the psychiatry institute. The 
main researcher who conducted all of the interviews 
only spoke English; four interviews were conducted in 
English and ten interviews required an interpreter. In 
total three interpreters were used, all of which had no 
conflicts of interest. All participants were provided with 
an information sheet and an explanation of the key con-
cepts of the study. Only one question guide was used 
and leading questions were not included. All interviews 
were audio recorded and field notes were documented.

Data analysis
Interviews were transcribed and six interviews (two per 
interpreter) were back-translated by an independent in-
terpreter. No discrepancies were reported.
Data was analysed using Framework Analysis  35  36. 
Firstly data familiarisation was performed and then a 
coding framework was developed, which included a-
priori themes from the question guide and themes that 
emerged from the data 35 36. The data was then indexed, 
and each time the coding framework was modified all 
of the transcripts that had been indexed were re-ana-
lysed 35 36. Charting was then performed, which involved 
data being summarised under relevant  36. Finally, the 
data was organised into charts and interpreted. All data 
was independently analysed by the lead researcher.

Ethical considerations
Ethical approval was obtained from Leeds University 
(UK) and the lead consultant psychiatrist.
Consent forms were translated into Italian and back-
translated to ensure consistency. Written consent was 
obtained from all participants.

Results

Facilitating factors

Patient level
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Barriers

Patient level

Patients’ perceptions
All fourteen participants stated that immigrant and refu-
gee patients’ perceptions of mental health and MHWs 
caused difficulties when providing care. In addition, all 
fourteen participants stated that it was difficulty to es-
tablish doctor-patient relationships with immigrants or 
refugees because of their misconceptions of MHWs.
 
“The development of the doctor-patient relationship is 
more difficult and a problem … immigrants have differ-
ent expectations and ideas of psychiatrists” (Interview-
ee 12)

In addition, all of the participants explained how im-
migrants’ and refugees’ perceptions of mental health 
caused difficulties when discussing symptoms.

“Immigrants don’t understand mental health …” (Inter-
viewee 8)

“… Some immigrants consider depression as a punish-
ment of gods. It is very difficult to talk with immigrants 
about this issue” (Interviewee 7)

Family involvement
Ten participants explained that it was difficult to pro-
vide care to immigrant and refugee patients, because 
they did not receive the necessary family support. Eight 
participants stated that it was difficult to involve families 
because they did not live in Italy.

“… There are immigrant patients that are alone, they 
don’t have family in Italy, which then makes it difficult for 
me of course, because they don’t have support” (Inter-
viewee 6)

Five participants, however, said that they had not 
worked with any of the voluntary services, and one par-
ticipant was unaware of any voluntary services existing.
 
“I don’t know if voluntary services exist, do they exist?” 
(Interviewee 3)

The six participants that did not describe voluntary ser-
vices as a facilitating factor did not have contact with ei-
ther the BoTPT or CCC. This indicates that there are dif-
ferent knowledge levels among the participants about 
voluntary services.

System level

Organisation of the mental health system
All fourteen participants referred to the organisation of 
the mental health system when discussing facilitating 
factors. Participants said that the registration and ap-
pointment systems were well-coordinated.

“Registration services are good, it works very well … 
I can easily organise appointments with immigrant pa-
tients” (Interviewee 12)

“The appointment system is good … consultations can 
easily be arranged with refugee patients” (Interview-
ee 6)

In addition, ten participants said that the mental health 
service had established a good working relationship 
with the local health authority (LHA).

“There is good communication with us and the LHA… if 
medical fees are a problem we can talk to them and or-
ganise for immigrants to be excused…” (Interviewee 5)

See Table  II for a summary of the facilitating factors 
found.

TABLE II. Summary table: Facilitating factors.

Health system level Facilitating factor
Number of participants who 

mentioned factor

Patient Language 10

Family support 4

Provider Specialist cultural psychiatric services:
Specialist services provide support to deliver appropriate care 8

Voluntary services:
Provide support and information 8

System Organisation of mental health system
Registration and appointment systems
Good working relationship with local health authority

14

10
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“I don’t have any special cultural knowledge, and this is 
a problem… I treat immigrants the same way as I treat 
Italian people” (Interviewee 4)

All fourteen participants stated that they had not re-
ceived any cultural training during their undergraduate 
medical education, as it was not recognised as an es-
sential part of their education.

“I received no cultural training at University… back then 
it was not important…” (Interviewee 5)

Ten participants mentioned that the LHA did provide 
four annual lectures about health related issues, which 
sometimes included topics about immigrants’ mental 
health. Nevertheless, the majority of participants sug-
gested that more training was needed.
 
“…There are conferences provided by the LHA about 
ethnopsychiatry…” (Interviewee 13- BoTPT worker)

“Training is very important… an organised training pro-
gramme is needed here…” (Interviewee 1)

Participants who worked at either the BoTPT or the CCC 
did not mention personal cultural knowledge as a bar-
rier; indicating that they may be more confident in their 
abilities to provide care to immigrants and refugees.

System level

Mental health funding
Twelve participants stated that the absence of mental 
health funding specifically for immigrants and refugees 
was an issue. Most participants explained that the main 
drawback was that there were no funding specifically 
for the provision of mental health care.

“The problem is that there is no specific funding strate-
gies for immigrants….so there are no funding plans for 
them…” (Interviewee 11- BoTPT and CCC worker)

“… There are no funding strategies for the care of im-
migrant patients… which is why the health service does 
not fund the BoTPT…” (Interviewee 9- BoTPT worker)

See Table III for a summary of the barriers found. 

Discussion

Facilitating factors
Over half of the participants explained how the BoTPT 
and CCC provided them with the support needed to de-
liver care for immigrants and refugees. Other studies 
have shown similar findings; such as a study in Cana-

One participant mentioned that lack of family involve-
ment had caused difficulties when checking immigrant 
patients were adhering to their medication programmes.

“… Because I can’t speak with immigrants’ families I 
cannot make sure that medications are taken correctly, 
this is an issue …” (Interviewee 4)

Provider level

Language skills of mental health workers
All fourteen participants expressed that they faced lan-
guage barriers during consultations with immigrants 
and refugees. The majority of participants explained 
how language barriers caused issues when attempting 
to determine an accurate diagnosis.

“Often immigrants and refugees do not speak Italian… 
so I have problems; sometimes you think you see major 
symptoms, but actually they are not …” (Interviewee 10- 
CCC worker)

One participant even said that they could not provide 
psychotherapy due to language issues.

“Because of language difficulties immigrants do not re-
ceive psychotherapy” (Interviewee 3)

Thirteen participants mentioned that they used inter-
preting services to help them overcome language bar-
riers. When participants were questioned about their 
experiences eight participants said that they had en-
countered issues. The most common issue, expressed 
by six participants was that interpreters did not always 
accurately interpret patients’ responses.

“Psychiatry is made of words… and I find that interpret-
ers can sometimes miss important aspects” (Interview-
ee 2)

“… The main problem is language, even if there is an 
interpreter, they miss something sometimes” (Interview-
ee 1)

Seven out of the eight participants who expressed that 
they had issues when using the interpreting services 
did not work at either the BoTPT or the CCC; indicating 
that participants who work at the BoTPT or the CCC may 
have better working relationships with interpreters.

Cultural knowledge of mental health workers
Nine participants said that their personal lack of cul-
tural knowledge made it difficult to provide care to im-
migrants and refugees.
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difficulties when providing care; for example when 
developing the doctor-patient relationship. Thus this 
barrier could potentially affect the quality of treatment 
provided. In addition, a UK study reports that providers 
were less likely to identify Punjabi patients with depres-
sive symptoms because of the way Punjabi patients’ ex-
press their symptoms 38. Clearly, it would be valuable to 
perform a qualitative study to find out about immigrants’ 
and refugees’ knowledge, attitudes, and experiences of 
mental health and mental health services in Italy. The 
data from this study could be used to develop culturally 
relevant training programmes for MHWs. The majority of 
participants also identified family involvement as a bar-
rier; which may affect success rates of treatment and 
rates of recovery. There is limited evidence however to 
support this finding; further research about family mem-
bers’ experiences and involvement with mental health 
services is needed to validate this finding.
MHWS’ language skills and lack of cultural knowledge 
were also identified as barriers to providing care, and 
literature across Europe highlights this issue 23 25 39. Both 
of these barriers could result in immigrants and refu-
gees receiving inaccurate diagnoses. More research 
is indicated regarding MHW’s experiences and immi-
grants’ and refugees’ knowledge, attitudes, and experi-
ences of mental health care.
Cultural training was not provided to any participants 
during their undergraduate education. Although, this 
can be explained by the fact that the majority of par-
ticipants attended university between the 1970s and 
1990s; during this period of time immigration to Italy 
was only just beginning  7. Cultural training, therefore, 
would not have been perceived as an essential aspect 
of medical education.
Optional courses about immigrants’ and refugees’ 
mental health are now provided by the BoTPT to un-

da which shows that MHWs and General Practitioners, 
found a CCC helpful when treating immigrants 37.
Six participants, however, did not mention specialist 
cultural psychiatric services as a facilitating factor. This 
could be because these participants may have not fre-
quently come into contact with the BoTPT. In addition, 
these participants may have been unaware of the CCC, 
as it was only recently established in 2010.
Consequently, some immigrants and refugees may be 
receiving inadequate care. Clearly, more specialist cul-
tural psychiatric teams are needed in Bologna and so it 
is recommended that a transcultural team and CCC are 
established in all CMHCs and inpatient hospitals. Fund-
ing should be obtained from the LHA and a monitoring 
system should be implemented to evaluate the perfor-
mance of each BoTPT and CCC. This recommendation 
should be feasible if funding is secured as both services 
are already established. The main task required would 
be to recruit professionals to deliver the new services.
All the participants stated that the organisation of the 
mental health system was a facilitating factor. It is im-
portant to consider that participants may have stated 
that the organisation of the mental health system was 
a facilitating factor because they wanted to portray the 
system as a well-managed organisation rather than the 
reality of daily practice. In addition, patient level facili-
tating factors may have not been mentioned because 
participants wanted to project a positive image of the 
mental health system; therefore participants may have 
only chosen to vocalise facilitating factors at provider 
and system levels. Information about service delivery 
and immigrant and refugee patients’ experiences is re-
quired to corroborate these findings.

Barriers
All participants expressed that immigrants’ and refu-
gees’ perceptions of mental health and MHWs caused 

TABLE III. Summary table: barriers.

Health system level Barrier
Number of participants 
who mentioned factor

Patient Patients’ perceptions: 
Patients’ perceptions of mental health and mental health workers
Difficult to establish doctor-patient relationship with immigrants and refugees

14
14

Lack of support from patient families 10

Provider Language:
Language barriers during consultations
Issues with interpreters

14
8

Mental health workers’ cultural knowledge:
Lack of cultural knowledge
Lack of cultural education during undergraduate medical education

9
14

System No specific mental health funding for immigrants and refugees 12
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In addition, participants may have given responses that 
they thought would be viewed favourably by the lead 
researcher, a phenomenon known as social desirabil-
ity  44 45. To avoid social desirability bias occurring par-
ticipants were encouraged to respond freely.

Conclusions
The results of this study provide a foundation for fur-
ther investigations regarding the experiences of MHWs 
in the provision of care to immigrants and refugees in 
Italy. Nevertheless, it cannot be ignored that the find-
ings of this study have highlighted that a national mental 
health funding strategy specifically for immigrants and 
refugees needs to be implemented in Italy. Furthermore, 
cultural competence training programmes, Transcultur-
al Psychiatric Teams and Cultural Consultation Centres 
need to be established across mental health facilities, 
and more research needs to be performed.
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dergraduate and postgraduate students; nevertheless, 
it is vital to establish an annual cultural competence 
training programme for all MHWs who have contact with 
immigrants and refugees. The programme could be de-
livered by the BoTPT and CCC. Cultural competence 
training has been successful in Australia and Canada; 
reports show that MHWs are more responsive to immi-
grants’ and refugees’ needs after receiving training 37 40.
All participants stated that the absence of a mental 
health funding specifically for immigrants and refugees 
was a barrier; the main drawback identified was the 
absence of funding guidelines. Similarly, a Canadian 
study reports that MHWs face difficulties providing care 
to immigrants and refugees due to limited mental health 
policies 41. It is vital therefore that the Italian government 
implements national mental health funding specifically 
for immigrants and refugees. The implementation of 
funding would allow resources to be allocated to the 
mental health sector to meet the needs of immigrants 
and refugees; allowing further research and cultural 
competence training programmes to commence.
The INHS is regionally and locally managed, therefore, 
implementing a national funding strategy will be chal-
lenging  1. Nevertheless, evidence from Spain and the 
UK shows that it is possible to establish national mental 
health policies and funding strategies for immigrants 
and refugees 24.

Limitations
A major limitation was that an interpreter was required, 
which may have caused relevant data to be lost, as it 
can be difficult for an interpreter to constantly translate 
everything a respondent says. To minimise the effect of 
this limitation, an independent interpreter back-translat-
ed six interviews. No discrepancies were reported.
Time restriction was another major limitation as it pre-
vented data saturation and respondent validation be-
ing achieved; ideally, it would have been preferable to 
interview a range of MHWs 42 43. In addition, investigator 
triangulation was not achieved due to time constraints 
and consequently the coding framework used to per-
form the analysis could not be verified; in an attempt to 
compensate the lead researcher strived to perform a 
thorough analysis 42 43.
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Summary

Objective
Translate the Geriatric Depression Scale (GDS- 5 items) to Arabic for use in elderly patients 
in Lebanon, to check its validity and reproducibility compared to the original version of the 
questionnaire.

Methods
This case-control study was conducted between June and August 2016 and included 500 
patients aged more than 60 years old.

Results
Strong positive correlations (p < 0.001 for all items of the scale) were found between each 
item of the scale and the total scale. The mean inter-item correlation for our scale was 0.49, 
higher than that of the original scale (0.36). The internal consistency reliability (Cronbach’s 
alpha) for the total GDS scale was a = 0.734, compared to 0.83 and 0.901 for the Arabic 
GDS-15 and GDS-30 respectively. 

Conclusions
These preliminary results suggest that the Arabic version of the GDS has promising psy-
chometric properties and can be used to estimate the overall severity of depression in the 
elderly population of Lebanon. Because it is short and easy to administer, it is recommended 
to be used as a routine screening test to identify depression among older adults in all Arabic-
speaking populations, including the Gulf and most North African countries, and in all Arab 
immigrants around the world.

Key words
GDS • Short • Geriatric • Arabic • Elderly

Introduction
Worldwide, depression is considered as a significant public health con-
cern and one of the illnesses with the greatest burden for persons, rela-
tives, and the general public 1 2. It is also considered the most prevalent 
mood disorder among elderlies 3. It is predicted to be the second leading 
cause of disability by the year 2020 according to the World Health Or-
ganization 4. On the basis of previous studies of geriatric depression in 
many countries, the prevalence of depressive disorders is 12.9-21.2% in 
the community setting 5 and 26.0-37.7% in geriatric homes 6, whereas it 
is estimated to be about 22.4% among the elderly population of Iran 7. In 
Lebanon, the percentage of persons with major depression was 9.9% 8. 
Projecting lifetime risk to age 75 years gave a risk of major depression of 
17.2% 8.
Another problem in the assessment of geriatric depression and other dis-
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health specialist, then this translation was translated 
again into English by another specialist. Upon comple-
tion of this process, the translators compared the English 
versions of GDS to determine whether the variables had 
the same meaning. One trained person was responsible 
for the data collection, via a personal interview with each 
patient. This person was independent of the study. 
The GDS contains 5 dichotomic, self-report items used 
for scoring, that tap into common topical concerns of 
depression among older adults and help clinicians 
identify areas of concern for the patient 17. Participants 
were asked to rate symptoms of depression by indicat-
ing if they had experienced each symptom during the 
past week or not. Possible scores range from 0 to 5.

Sample size calculation
Using the Epi info program for the calculation of the 
minimal sample size needed for our study, with an ac-
ceptable margin of error of 5% and an expected fre-
quency of depression of 9.9% 18 for 4 million inhabitants 
in Lebanon, the results showed that we need 274 cases 
to be enrolled in the study 19. 

Statistical analysis
Data analysis was performed using the SPSS software, 
version 22. To confirm the Geriatric Depression Scale 
questionnaire construct validity in the Lebanese popu-
lation, a factor analysis was launched for the 5  items 
of the questionnaire, using the principal component 
analysis technique, with a varimax rotation since the ex-
tracted factors were found to be significantly correlated. 
The Kaiser-Meyer-Olkin measure of sampling adequacy 
and Bartlett’s test of sphericity were ensured to be ad-
equate. The retained number of factors corresponded 
to Eigenvalues higher than one. Moreover, Cronbach’s 
alpha was recorded for reliability analysis for the total 
score and for subscale factors. 

Results

GDS validity checking
Out of all the items asked in the questionnaire, all vari-

orders experienced by the aged is that the elderly are 
typically more resistant to psychiatric evaluation than 
younger patients  9 10. Consequently, one needs to de-
sign the items comprising a scale to fit this population. 
There are numerous depression rating scales currently 
available. These have been subject to several reviews 11-

13 and include: Hamilton Rating Scale for Depression 
(HRS-D), Zung Self-Rating Depression Scale (SDS), 
Beck Depression Inventory, Phenomena of Depression 
Scale, Grading Scale for Depressive Reactions, Psychi-
atric Judgment of Depression Scale, NIMH Collabora-
tive Depression GDS, SAD-GLAD, Verdum Depression 
Rating Scale, CES-D, SCL-90 Profile of Mood States, 
and the MMPI Depression Scale. The Short Form is 
easier to use by physically ill and mildly to moderately 
demented patients who have short attention spans and/
or feel easily fatigued 14. 
In Lebanon, the Arabic version of the GDS 15 15 and 30 16 
were both validated among elderlies. This study aimed 
at examining the psychometric properties of the Arabic 
version of the GDS-5 version of this scale among Leba-
nese population, assess its validity and reliability among 
institutionalized and non-institutionalized geriatrics.

Methods

Study design
This case-control study was conducted between June 
and August 2016. All patients were 60 years and above. 
Two-hundred and fifty cases were chosen from three 
nursing homes in three districts in Lebanon. After re-
ceiving approval from the nursing homes’ administra-
tion, the questionnaire was distributed to the patients, 
after obtaining a verbal informed consent. On the other 
hand, 250 controls were randomly chosen from the gen-
eral population. 

Geriatric Depression Scale 
The GDS was translated from English to Arabic through 
an initial translation and back translation process. The 
English version was translated into Arabic by a mental 

TABLE I. Factor analysis of the GDS scale, with the loading factor for each item of the scale.

Question Item Answer Loading factor

Factor 1

Do you prefer to stay home, rather than going out and doing new things? 12 Yes/no 0.891

Do you feel pretty worthless the way you are now? 17 Yes/no 0.792

Do you often get bored? 4 Yes/no 0.720

Are you basically satisfied with your life? 1 Yes/no -0.603

Do you often feel helpless? 10 Yes/no 0.544
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to 0.83 and 0.901 for the Arabic GDS-15 15 and GDS-
30 16 respectively. 
The original GDS form was invented and tested for self-
administration 17. The interviewer- and self-administered 
versions of the English scale were significantly corre-
lated, as demonstrated by Cannon et al.  20. However, 
considering the high level of education among the Arab 
elderly, and since older patients may require the visual 
or concentration abilities to fill-out self-rated scales ac-
curately, the Arabic GDS is expected to be more fre-
quently administered by clinicians in real practice. Fu-
ture studies should be conducted in Arabic speaking 
countries to assess whether the clinician-administered 
version of the Arabic GDS is as applicable and trustwor-
thy as the self-administered one. 

Limitations
Although the preliminary results of this study are prom-
ising, further research should explore the psychomet-
rics of the Arabic GDS in future larger studies, including 
older adults with psychiatric conditions. Future studies 
should also investigate the extent to which self-report 
administration is comparable to oral administration of 
the GDS. However, since this scale was studied on 
nursing home geriatrics and elderlies living in their own 
houses, our results can be extended to the general pop-
ulation.

Conclusions
These preliminary results suggest that the Arabic ver-
sion of the GDS-5 has promising psychometric prop-
erties. Based on this study, health care professionals 
and researchers can readily use the GDS-5 score to 
estimate the overall severity of depression in geriat-
ric patients in Lebanon. Because it is short and easy 
to administer, it is recommended to be used as a rou-
tine screening test to identify depression among older 
adults in all Arabic-speaking populations, including the 
Gulf and most North African countries, and in all Arab 
immigrants around the world.
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ables could be extracted from the list, with no items that 
over-correlated to each other (r  >  0.9), having a low 
loading on factors (< 0.3) or because of a low commu-
nality (< 0.3).
The factor analysis for the GDS was run over the whole 
sample (Total = 500). The total GDS scale converged 
over a solution of 1 factor, explaining a total of 58.11% 
of the variance. A Kaiser-Meyer-Olkin (KMO) measure 
of sampling adequacy of 0.624 was found, with a sig-
nificant Bartlett’s test of sphericity (p < 0.001). A high 
Cronbach’s alpha was found for the whole scale 0.734.

Discussion

Validation of the GDS scale
In the current study, we were able to validate the Ara-
bic version of the GDS (5 items) questionnaire, intended 
specifically for use among the elderly in Lebanon. Re-
sults provide initial evidence supporting the reliability 
and validity of the scale as a screening instrument for 
depression in this population. The findings showed that 
the reliability estimate of the new translated measure 
(Cronbach’s alpha) was adequate and similar to reliabil-
ity data for the English version 17. Thus, the scale can be 
used in the Lebanese geriatric population. 

Validity
To assess validity, the relationship between the Arabic 
and the English versions of the GDS was done using the 
correlation coefficients. In fact, strong positive correla-
tions (p < 0.001 for all items of the scale) were found 
between each item of the scale and the total scale. The 
mean inter-item correlation for our scale was 0.49, high-
er than that of the original scale (0.36). 
Another issue to be discussed is the construct validity. It 
consisted of comparing the initial GDS with our version 
of the questionnaire using Cronbach’s alpha reliability 
coefficient and factor analysis. The internal consisten-
cy reliability for the total GDS-5 scale was a = 0.734, 
whereas validation studies of the short version of the 
GDS-15 have all reported a high internal consistency 
reliability with Cronbach’s  a ranging from 0.77 to as 
high as 0.94 (Fountoulakis et al., 1999; Lam et al., 2004; 
Friedman et al., 2005; Malakouti et al., 2006), compared 
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Is involuntary psychiatric hospitalization  
a measure for preventing the risk of patients’ 
violent behavior to self or others?  
A consideration of the Italian regulation

Summary

Objectives
The authors focus on the issue of involuntary psychiatric hospitalization as a possible meas-
ure for preventing a patient from harming himself or others. The possibility that a mental dis-
order could induce people with mental illness to have violent behavior is still debated in Italy, 
and patients’ dangerousness is not a criterion for involuntary hospitalization. Nonetheless in 
several other member states of the European Union and in the USA, involuntary commitment 
is an acknowledged procedure to prevent this risk. Implications of the Italian jurisprudence 
for evaluating the psychiatrists’ alleged malpractice will be discussed, including the practical 
implications of psychiatrists’ duty of care. 

Methods
The authors will first survey the legal framework of involuntary psychiatric hospitalization 
also providing examples of regulations. A critical discussion of data of recent research on 
involuntary psychiatric hospitalization will follow, underlining possible interactions and con-
flicts between concepts such as mental capacity, duty of care, professional liability, and pa-
tients’ dangerousness. 

Conclusions
Although the Italian regulation for civil commitment does not include danger to self or others, 
nor mental capacity evaluation criteria, the clinical practice and the jurisprudence advocate 
their consideration. 

Key words
Capacity to consent • Mental illness • Violent behavior • Duty of care • Involuntary hospitalization

Introduction
Informed consent is a fundamental prerequisite of medical treatment 
and is widely recognized as such by the legislation of the European 
Union 1. In Italy, as in most democratic states, there are a few possible 
exceptions to the duty of obtaining patients’ informed consent, including 
some medical emergencies and “natural incapacity”. This latter concept 
relates to mental incapacity to take decisions concerning specific pur-
poses, e.g. inability to discern a proposed treatment. People affected by 
mental disorders are moreover protected by the Law 833 of 1978 under 
articles 33, 34, and 35, which determines the conditions for patients’ 
involuntary hospitalization/treatment, and community-based compulsory 
treatment.
In the present work we will focus on involuntary psychiatric hospitalization 
and treatment in Italy. The legal regulation concerning involuntary psy-
chiatric hospitalization requires three concurrent circumstances: 1) the 
patient is suffering from “psychic alterations” that require immediate treat-
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decision-making  8-13. Specifically, they could compro-
mise the ability to understand, appreciate, reason and 
express treatment choices 14.
In real-world clinical practice, however, psychiatrists of-
ten struggle with the decision to involuntarily hospitalize 
a patient. This might be due to the difficulty in balancing 
the need for hospitalization – which is associated with 
psychopathology severity and behavioral alterations 
– with the patient’s right to decline hospitalization, which 
might be challenging in the presence of resilience and 
preserved cognitive functioning, despite severe psy-
chopathology.
Recent data emerging from empirical studies on capac-
ity to consent to treatment in acute psychiatric hospi-
talization questioned the inevitable correlate of mental 
incapacity in those patients involuntarily hospitalized for 
and acute mental disorder 15. These findings prompted 
an ongoing discussion on regulations for involuntary 
commitment, as well as possible tools useful to measure 
decision-making capacity in coercive clinical settings, 
such as the MacArthur Competence Assessment Tool 
for Treatment (MacCAT-T) 16, that will be the focus of the 
present work.

Involuntary hospitalization and treatment: 
examples of regulations
In 2004, Dressing & Salize reviewed compulsory ad-
mission criteria in European Union member states and 
found some shared approaches, although they under-
lined inconsistency among different legislative and pro-
cedural details 17. The need for cross-national harmoni-
zation of regulations concerning involuntary psychiatric 
hospitalization has also been invoked, but no shared vi-
sion in this field has been defined in the EU countries 18. 
In general two types of regulations for involuntary com-
mitment exist: a) those requiring mental illness and 
danger, and b) those requiring mental illness and need 
for-treatment; with some countries (Denmark, Finland, 
Greece, Ireland, United Kingdom, Portugal) providing 
both possibilities 17.
Significant heterogeneity exists as concerns placement 
duration, guarantee institutions, whether a psychiatrist 
is required for initial assessment, and if involuntary ad-
mission and treatment are legally defined as different 
modalities 17 18.
For example, in France Law no. 90-527 of 27 June 
1990, which was modified by Law of 4 March 2002, 
regulates psychiatric involuntary hospitalization, pro-
viding two types of involuntary commitment. The first 
scenario is a) commitment at the request of a third 
party (Hospitalisation à la Demande d’un Tiers, HDT). 
Requests for HDT frequently come from a family mem-
ber and imply that 1) there must be a mental disorder, 

ment; 2) the patient refuses treatment; and 3) the pa-
tient cannot be adequately treated by other non-hospi-
tal based means. This procedure allows treatment and 
compulsory admission of patients; however, two medi-
cal certificates are required (proposal and confirmation) 
– niether of which should be issued by a psychiatrist. 
The decision is issued by the city’s mayor and a judge 
acts as a further guarantor. Maximum length of initial 
placement is 7 days, which can be extended upon a 
motivated medical decision certifying the persistence 
of the 3 criteria above 2.
The Italian regulation for civil commitment no longer 
considers danger to oneself or others as a prerequisite, 
superseding the Royal Decree 36 of 14 February 1904, 
which allowed the admission to psychiatric hospitals of 
those recognized as being of “sick mind” and danger-
ous to oneself or others 3. In accordance with interna-
tional bioethical guidelines, which identified in the prin-
ciples of autonomy and self-determination the inviolable 
rights of patients, Italian Law 833 substantially provied 
freedom of care to the mentally ill  4. Nonetheless we 
must consider that, in most Western countries, psychi-
atric involuntary hospitalization is still among the main 
measures to prevent the risk of self or other-directed 
violent behaviors due to mental illness 5.
Psychiatric patients’ disease awareness and treat-
ment adherence usually show a significant degree of 
variability throughout time, and can change in rela-
tion to the disease course, as well as in relation to 
psychopathological features. This implies that clinical 
features and competency could vary accordingly and 
that the same patient could be judged competent or 
incompetent at different moments. Robust data ex-
ists, however, indicating the lack of a clear associa-
tion between psychiatric diagnoses and mental ca-
pacity and competency 6.
Nevertheless, some psychopathological characteris-
tics, e.g. acute mania or catatonia, can affect capacity 
to consent to the extent that it might be abolished. Lack 
of consent and need for treatment are prerequisites of 
the Italian involuntary psychiatric hospitalization regula-
tion (Trattamento Sanitario Obbligatorio, TSO).
The approach aimed at evaluating TSO candidate pa-
tients raises two kinds of issues due to its dichotomy: 
on the one hand, the clinical approach; on the other 
hand, the medical-legal and forensic implications. The 
clinical approach should rely on a functional analysis 
of patients’ psychic abilities underlying informed con-
sent through standardized and validated procedures. 
The medical-legal approach should, on the other hand, 
assess consent or dissent validity, as well as consider 
its possible changes 7. Cognitive dysfunction and psy-
chopathological features have long been considered 
factors associated with impaired informed consent 
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moreover constitute immediate personal or public 
threat. A psychiatrist’s opinion is not required for the 
initial assessment but is requested for confirmation 
of the involuntary hospitalization. The procedure is is-
sued by a judge who guarantees the patients’ rights. 
Persistence of involuntary treatment could follow invol-
untary hospitalization. 
In Sweden the law for compulsory psychiatric care and 
the law for forensic psychiatric care of January 1991 
and January 1997, regulate involuntary hospitalization 
of psychiatric patients. The Swedish regulation poses 
more emphasis on patients’ capacity evaluation, and 
lack of insight. Three conditions are required: 1) the pa-
tient must suffer from a serious mental disorder; 2) there 
is need for full time psychiatric care; and 3) the patient 
must refuse the necessary care and, because of her/
his mental disorder the patient is unable to express an 
informed decision. A medical certificate is required to 
activate the compulsory procedure. Involuntary psychi-
atric admission lasts for 4 weeks, a judge may authorize 
compulsory assistance for additional four months, then 
for six months.
Excluding Italy, Spain and Sweden, all European Un-
ion countries include, to some extent, an evaluation of 
possible danger for patients or others. All regulations 
require that involuntary commitment is temporary, none-
theless there is wide variability as concerns duration; 
Denmark, France, Portugal and Spain do not provide 
a maximum initial involuntary placement duration 17. A 
jurisdictional authority, usually a judge, must act as a 
State authority guarantor in most countries.
In the USA, each state acts autonomously, however 
potential dangerousness for the patient or others is a 
widespread criterion for involuntary commitment  20. 
Involuntary hospitalization precedes a more accurate 
assessment, which can then result in subsequent con-
tinuation of hospital or non-hospital-based involuntary 
treatment. The last phase is guaranteed by a judge’s 
supervision 21 22.

Empirical data on patients’ capacity 
to consent in involuntary psychiatric 
hospitalization
In recent years researchers have shown a particular in-
terest in the evaluation of psychiatric patients’ capacity 
to consent to treatment in acute and, also, in coercive 
settings. The existence of specific instruments tailored 
to perform a standardized assessments of treatment 
decision-making capacity, such as the MacCAT-T, al-
lowed the collection of growing empirical data in this 
field. A clinical approach such as that provided by the 
MacCAT-T allows for a useful methodology to study the 
effect of different legal regulations in determining the 

2) there is no patient consent for hospitalization, and 
3) there is a need for immediate care and constant sur-
veillance in a hospital setting. HDT prerequisites must 
be ascertained by two independent doctors. The sec-
ond scenario is b) commitment by the public authori-
ties (Hospitalisation d’office, HO). HO implies that 1) 
there must be a mental disorder, 2) the patient needs 
care, and 3) there must be a threat to the safety of indi-
viduals or a serious threat to public order. Commitment 
by the public authorities can be issued in emergency 
and non-emergency situations. In the former the may-
or, or, in Paris, the commissioner of police, may order 
temporary emergency measures. In non-emergency 
conditions HO are issued by the prefect of police in 
Paris or by the prefect in other départements, upon 
the presentation a detailed medical certificate. The 
certifying doctor must ascertain that there is need for 
immediate care and that the patient’s condition seri-
ously compromises the safety of individuals and public 
order 19. A judge acts as guarantor of the protection of 
the subject’s rights. The patient can resort to the presi-
dent of the Tribunal de Grande Instance for the with-
drawal of the measure. From 2011, a new law offers 
the possibility of day-hospital involuntary treatment for 
patients who are not considered “dangerous”. A judge 
acts as a guarantor in this case.
In England and Wales involuntary hospital admission 
and detainment for assessment or treatment are reg-
ulated by the Mental Health Act 1983 and the Mental 
Capacity Act 2005, which were amended by the Men-
tal Health Act 2007. Section 2 of the Mental Health Act 
1983 defines criteria to admit and detain a person in 
hospital for assessment for up to 28 days, while Sec-
tion 3 defines criteria used to admit and detain a person 
in hospital for treatment, for up to 6 months. An appli-
cation for hospital admission for treatment can be is-
sued when the subject suffers from a mental disorder 
which requires hospitalization, to protect the patient’s 
health, or to protect other people from possible threats. 
The procedure requires certification of two independent 
physicians and an assessment by an approved mental 
health professional.
In Spain the Ley De Enjuiciamiento Civil (8 January 
2000), Book IV, Title I; Chapter II, Article 763 regulates 
involuntary commitment. Similar to the Italian regulation, 
the Spanish law does not provide, among criteria for 
hospitalization, the risk to third parties; it focuses on the 
need for treatment criterion, instead. A psychiatrist as-
sessment is mandatory for initial hospitalization; moreo-
ver, a judge must be informed about the patient’s condi-
tion every six months.
In Germany, the state and federal laws regulating in-
voluntary commitment of individual require the pres-
ence of serious mental pathology. The condition must 
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by the findings of the follow-up of our multicenter study 
which showed that discharged patients undergoing a 
new involuntary admission within 6 months had had sig-
nificantly more episodes of violence (20% vs 3.8%) and 
criminal justice issues (20% vs 1.9%).
This interpretation, which deserves further in-depth 
analyses, however underlines a possible contrast be-
tween the existing Italian jurisprudence1 that obligates 
the psychiatrist to impede possible damage to patient 
or other, and the regulation for civil commitment which 
does not refer to dangerousness.

Involuntary psychiatric hospitalization  
as an obligation to protect the patient
The “duty of care” that weighs on the Italian psychia-
trists, as well as mental health operators, implies the 
duty of protecting the patient (Italian Criminal Su-
preme Court, Number 9739 of 1 December 2004 “the 
operators of healthcare facilities, doctors and para-
medics, are all under a duty of care towards patients, 
which derives and is an expression of the solidarity 
obligation ratified by articles 2 and 32 of the Ital-
ian constitution, whose health they serve to protect 
against any hazards that threaten the integrity; and 
this obligation of protection lasts for the whole time of 
the work shift”).
An extensive interpretation of such duty of care has 
raised wide debate, as well as concerns and criticisms 
among health care operators, especially due to some 
Supreme Court verdicts involving Italian psychiatrists. 
Further concern originated from reparation requests de-
riving from a wide juridical interpretation of the opera-
tor’s duty of care. It is not the aim of the present work 
to discuss the appropriateness of such interpretation 
(for an in-depth discussion see Felthous et al.) 5. It must 
be underlined, however, that the Italian Society of Psy-
chiatry 25 has recently issued a document stating that a 
broad interpretation of the duty of care could apply es-
pecially to those acutely-ill, incapable patients requiring 
involuntary commitment. The issues in the field, at this 
point, can be summarized in the following questions:
1. Must the psychiatrist consider the problem of pa-

tients’ likely violent behavior due to psychopatho-
logical reasons? 

1 Italian Criminal Supreme Court n. 10795, 2008 the psychiatrist has “a legal 
obligation to prevent the event of damage of the patient, or those inflicted 
to others”; Italian Criminal Supreme Court n. 4107, 2009: “the observance 
of the precautionary rules exempts from liability for foreseeable but not pre-
ventable risks, only if the person (i.e. the psychiatrist) has strictly adhered 
not only to the common precautionary rules, but also to those rules with 
which compliance was required by those circumstances that increase the 
risk and thus require the adoption of additional and stricter precautionary 
measures”.

characteristics of patients who are treated or hospital-
ized involuntarily. 
A recent longitudinal multicenter study from our research 
group focusing on treatment decision-making capacity 
of involuntarily treated and hospitalized psychiatric pa-
tients, showed that in some cases decisional capacity 
was beyond presumable expectations 23 24. Specifically, 
almost 20% of 131 enrolled patients scored within the 
high range of the 4 MacCAT-T subscales, thus show-
ing good understanding of their diagnosis and treat-
ment implications, adequate evaluation of their clinical 
condition, satisfactory reasoning abilities, as well as the 
capacity to express a clear and non-ambivalent treat-
ment choice. In patients affected by bipolar disorders 
this percentage reached 32%, while those affected by 
schizophrenia spectrum disorders had significantly 
poorer decision-making capacity.
Beyond delineating possible diagnosis-related impli-
cations, these data raised concerns as to whether and 
how involuntary commitment based on mental-illness 
and need for treatment criteria guarantees adequate 
ethical standards. In other words, is a non-capacity 
based regulation for civil commitment sufficient to war-
rant a forced psychiatric hospitalization?
The dissent to hospitalization expressed by the pa-
tients recruited in the study was considered non-influ-
ential, as the Italian law permits such medical evalua-
tion, nonetheless a significant percentage of patients 
evaluated with reliable methods showed adequate 
capacity to dissent to hospitalization/treatment. This 
seems to allow for further consideration of residual 
paternalism or for the surreptitious introduction of 
variables not included in a regulation based just on a 
need for treatment, specifically dangerousness. The 
existence of involuntarily treated acute psychiatric in-
patients showing good functional abilities/mental ca-
pacity, moreover raises doubts about the possibility 
that there was room for treating those patients with 
less coercive approaches. 
In interpreting this evidence we must however consider 
that also other variables, besides those identified by the 
law, could have influenced a psychiatrist’s decision in 
favor of involuntary commitment. It is conceivable that 
other than a defensive medicine approach, some con-
tingent and context-related features, including pressures 
from family members, health-care operators or from civil 
society, could have played a role. Another possible factor 
which could account for those results is possible dan-
ger to self or others due to the patient’s behavior. Even 
though the Italian regulation does not consider patients’ 
dangerousness among criteria for civil commitment, it 
seems conceivable that upon concrete predictability of 
threats or violence, psychiatrists might decide for com-
mitment anyway. This hypothesis seems to be confirmed 
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coming from the use of international classification sys-
tems, as well as the documentation of mental capacity 
status of patients undergoing involuntary commitment 
is advisable. It is worth mentioning that the Italian Na-
tional Federation of the Medical Orders has just re-
cently (April 2016) advocated the acknowledgment of 
informed consent as a medical act to be included as 
an indicator of “humanity, quality and efficacy for good 
clinical practice” in every health care service.

Compulsory treatment choices, outpatient 
commitment and compulsory evaluation
In accordance with current bioethical and legal doc-
trine, involuntary psychiatric hospitalization should be 
considered a last resort treatment option, and should 
be limited to those cases in which all the requirements 
expressly indicated by Law  833 of 1978 are satisfied 
and documented. In such conditions, involuntary com-
mitment constitutes an approach undertaken in the in-
terest of the patient; however, it should be realized as a 
measure to protect patients’ rights and dignity.
The presence of psychopathology associated with 
threats or violent behavior and imminent risk of dam-
age to patient or others, especially in the presence of 
incapacity to consent to treatment, can reasonably mo-
tivate involuntary hospitalization. We deem that such 
approach applies also to a regulation not specifically 
mentioning patient’s dangerousness, because involun-
tary commitment is a measure suitable to reduce the 
risk of damage associated with violent behavior due to 
psychopathology. We do not include in this framework 
violent behavior clearly consequent to crime or psy-
chopathy even though they might not be distinguished 
in emergency settings.
To avoid possible litigation and defensive medicine 
approaches the psychiatrist decision-making process 
should be clearly stated in the medical certification, thus 
permitting an unambiguous ex ante reconstruction in 
case of legal controversy. It is conceivable that the lack 
of dangerousness as a criterion included in Law 833 of 
1978 discourages physicians to document its presence 
in certifications supporting involuntary commitment. 
Such approach could be controversial in the light of the 
duty of care exposing physicians and psychiatrists to 
possible professional liability due to omitted or imple-
mented compulsory procedures.
On the other hand, a possible non-hospital based com-
pulsory psychiatric treatment or outpatient commitment 
(TSO extraospedaliero)  28, which is still an underused 
approach in Italy, might prove useful in those situations 
in which a short coercive approach, e.g. antipsychotic 
injective treatment, might rapidly improve psychopatho-
logical and behavioral characteristics of patients with-

2. Can we consider the patient at imminent risk of a 
violent conduct to self or others because of his/
her psychopathological condition, “a danger to self 
and / or others”?

3. Must the psychiatrist act only in a therapeutic per-
spective when confronted with situations represent-
ed in the previous paragraph?

4. In the absence of consent to treatment, could invol-
untary psychiatric hospitalization represent an ap-
propriate therapeutic measure in certain situations?

We think that the answer can be positive to all the ques-
tions posed. The decision not to include patients’ dan-
gerousness in the regulation for civil commitment, as is 
the case in Italy and a few other European countries, 
does not exempt the psychiatrist from implementing all 
possible therapeutic measures to prevent danger to self 
or others due to a violent act. 
In terms of liability, the more clear and transparent the 
decision-making process justifying the intervention, the 
lower the chances of charges of negligence arising. 
Forced hospitalization in psychiatric practice must be 
considered itself as a necessary therapeutic option also 
in order to cover the risk of possible violent acting out to 
self or others, which can be traced to psychopathologi-
cal reasons.
Besides juridical implications, the relationship between 
psychiatric disorders and violence is a cultural issue 
and has long been debated among psychiatrists with 
practical implications in real-world clinical settings. We 
believe that the debate is far from being concluded. 
Italian psychiatrists undoubtedly perceive the issue of 
patients’ violent behavior, as more than 50% have ex-
perienced verbal or physical aggression 26; even so this 
phenomenon is likely to be underestimated 27.
The difficult balance between the patient’s right to re-
fuse a treatment and the medical duty to treat incapa-
ble patients needing urgent interventions could, how-
ever, find a correct response by an evidence-based 
approach. For example, a standardized assessment of 
patients’ capacity to consent/dissent to treatment, to 
be repeated during the hospitalization period, would 
be a recommendable procedure to apply routinely. A 
clear documentation of violent behaviors, or threats to 
self or others’ safety due to psychopathological rea-
sons should likewise be part of routine procedures, 
especially in those incapable patients who are invol-
untarily hospitalized or treated. Such detailed proce-
dures could also hypothetically discourage defensive 
medicine approaches.
Further complexity derives from the wide inclusion cri-
teria for civil commitment provided by Italian Law 833; 
indeed, it does not require a psychiatric diagnosis, nor 
the use of standardized classification systems (ICD or 
DSM). The use of a narrower criterion and the support 
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cive approaches, the psychiatrist who intervenes will 
ponder the decisional balance between intervention or 
non-intervention, documenting it in a clear and trans-
parent way.

Conclusions
Although the Italian regulation for civil commitment 
does not include danger to self or others, nor men-
tal capacity evaluation criteria, the clinical practice 
and the jurisprudence advocate their consideration. 
Compulsory treatment/hospitalization could prevent 
danger or damage to self or others due to psycho-
pathological features. Outpatient commitment, a less 
intrusive approach than compulsory hospital admis-
sion, should be considered with more attention by 
Italian psychiatrists.

Conflict of interest
The authors declare no conflict of interest, nor financial 
relationships with any organisations that might have an 
interest in the submitted work.

out being too intrusive – possibly avoiding hospitaliza-
tion in some situations. 
Outpatient commitment in Italy requires the city may-
or’s approval following medical certification. The non-
hospital based compulsory psychiatric treatment might 
also prompt the introduction of long-term rehabilitation 
programs in which the improvement of patients’ capac-
ity to give informed consent to treatment could be a 
therapeutic outcome. In this view the longitudinal evalu-
ation of treatment decision-making capacity should be 
introduced as a routine clinical approach, together with 
therapeutic adhesion and insight-improving strategies, 
to reduce perceived and actual coercion.
The implementation of non-hospital-based compulsory 
psychiatric treatment is an intrinsically less coercive 
approach than involuntary commitment, as it lacks the 
obvious limitation of personal freedom to move outside 
the hospital. The Italian Law 833 of 1978 provides that 
treatment should be preceded by a preliminary ap-
proach aimed at obtaining patients’ consent to treat-
ment, and could be activated in the absence of pa-
tients’ consent, once appreciated psychopathological 
features constitute a possible threat. As in other coer-

References
1 Council of Europe - ETS no. 164. Conven-

tion for the Protection of Human Rights 
and Dignity of the Human Being with 
regard to the Application of Biology and 
Medicine: Convention on Human Rights 
and Biomedicine. Oviedo 4.IV.1997.

2 Carabellese F, Taratufolo R, La Tegola D, 
et al. ASO e TSO: è cambiato qualcosa? 
Riv Psichiatr 2012;47:294-303.

3 Carabellese F, Felthous AR. Closing ital-
ian forensic psychiatry hospitals in favor 
of treating insanity acquittees in the com-
munity. Behav Sci Law 2016;34:444-59.

4 World Medical Association. World Medical 
Association Declaration of Helsinki: ethical 
principles for medical research involving 
human subjects. JAMA 2013;310:2191-4.

5 Felthous AR, O’Shaughnessy R, Kuten J, et 
al. The clinician’s duty to warn or protect: in 
the United States, England, Canada, New 
Zealand, France, Spain and Italy. In: Fel-
thous AR, Sab H, editors. The International 
Handbook of psychopathic disorders and 
the law. New York: John Willey & Sons 2016.

6 Buchanan AE, Brock DW. Deciding for 
others: the ethics of surrogate decision 
making. New York: Cambridge University 
Press 1989.

7 Catanesi R, Carabellese F, Candelli C, et 
al. Evaluations for informed consent for 
various long-term psychiatric treatments. 
Riv Psichiatr 2010;45:170-8.

8 Appelbaum PS. Decisional capacity of 
patients with schizophrenia to consent 
to research: taking stock. Schizophr Bull 
2006;32:22-5.

9 Appelbaum PS, Grisso T. Assessing pa-
tients’ capacities to consent to treatment. 
N Engl J Med 1988;319:1635-8.

10 Grisso T, Appelbaum PS. Assessing com-
petence to consent to treatment: a guide 
for physicians and other health profes-
sionals. New York: Oxford University Press 
1998.

11 Gutheil TG. Decision making in psychiatry 
and the law. Baltimore: Williams & Wilkins 
1991.

12 Dunn LB, Candilis PJ, Roberts LW. Emerg-
ing empirical evidence on the ethics of 
schizophrenia research. Schizophr Bull 
2006;32:47-68.

13 Dunn LB, Nowrangi MA, Palmer BW, et al. 
Assessing decisional capacity for clinical 
research or treatment: a review of instru-
ments. Am J Psychiatry 2006;163:1323-34.

14 Appelbaum PS, Roth LH. Competency to 
consent to research: a psychiatric over-
view. Arch Gen Psychiatry 1982;39:951-8.

15 Mandarelli G, Tarsitani L, Parmigiani G, 
et al. Mental capacity in patients involun-
tarily or voluntarily receiving psychiatric 
treatment for an acute mental disorder. J 
Forensic Sci 2014;59:1002-7.

16 Grisso T, Appelbaum PS, Hill-Fotouhi C. 
The MacCAT-T: a clinical tool to assess 

patients’ capacities to make treatment de-
cisions. Psychiatr Serv 1997;48:1415-9.

17 Dressing H, Salize HJ. Compulsory ad-
mission of mentally ill patients in Europe-
an Union Member States. Soc Psychiatry 
Psychiatr Epidemiol 2004;39:797-803.

18 Kallert T, Rymaszewska J, Torres-
González F. Differences of legal regula-
tions concerning involuntary psychiatric 
hospitalization in twelve European coun-
tries: implications for clinical practice. Int 
J Forensic Ment Health 2007;2:197-207.

19 Haute Autorité de Santé. Clinical practice 
guidelines. Emergency involuntary com-
mitment of a mentally disordered person 
- 2005.

20 Mayer DJ, Simon RI. Psychiatric malprac-
tice and the standard of care. In: Simon 
RI, Gold LH, editors. Textbook of forensic 
osychiatry. Washington, DC: America Psy-
chiatric Publishing Inc. 2004.

21 Testa M, West SG. Civil commitment in 
the United States. Psychiatry (Edgmont) 
2010;7:30-40.

22 Felthous AR. The clinician’s duty to pro-
tect third parties. Psychiatr Clin North Am 
1999;22:49-60.

23 Mandarelli G, Carabellese F, Parmigiani F, 
et al. Treatment decision-making capacity 
in non-consensual psychiatric treatment: 
a multicentre study. Epidemiol Psychiatr 
Sci 2017 Mar 9:1-8 [Epub ahead of print].

24 Carabellese F, Mandarelli G, La Tegola 



Is involuntary psychiatric hospitalization a measure for preventing the risk of patients’ violent behavior to self or others? 

97

D, et al. Mental capacity and capacity to 
consent: studio multicentrico in un campi-
one di pazienti ricoverati in TSO. Riv Psi-
chiatr 2017;52:67-74.

25 Società Italiana di Psichiatria, Gruppo di 
lavoro “posizione di garanzia” - 2014.

26 Catanesi R, Carabellese F, Candelli C, et 
al. Violent patients: what italian psychia-

trists feel and how this could change their 
patient care. Int J Offender Ther Comp 
Criminol 2010;54:441-7.

27 Carabellese F, Candelli C, La Tegola D, et 
al. Violent behavior and the factors associ-
ated with the decision to report it: a retro-
spective study. J Forensic Psych Psychol 
2014;25:574-83.

28 Conferenza delle Regioni e delle Provin-
ce Autonome. Raccomandazioni in merito 
all’applicazione di accertamenti e trat-
tamenti sanitari obbligatori per malattia 
mentale. Bollettino Ufficiale Regione Pu-
glia n. 139, 4/9/2009.



RIASSUNTO DELLE CARATTERISTICHE DEL PRODOTTO
1. DENOMINAZIONE DEL MEDICINALE 
• MINIAS 1 mg compresse rivestite 
• MINIAS 2 mg compresse rivestite 
• MINIAS 2,5 mg/mL gocce orali, soluzione.
2. COMPOSIZIONE QUALITATIVA E QUANTITATIVA 
• MINIAS 1 mg compresse rivestite - Ogni compressa rivestita contiene: Principio attivo: 
Lormetazepam 1 mg - Eccipiente con effetti noti: Lattosio. 
Per l’elenco completo degli eccipienti vedere paragrafo 6.1. 
• MINIAS 2 mg compresse rivestite - Ogni compressa rivestita contiene: Principio attivo: 
Lormetazepam 2 mg - Eccipiente con effetti noti: Lattosio. 
Per l’elenco completo degli eccipienti vedere paragrafo 6.1. 
• MINIAS 2,5 mg/mL gocce orali, soluzione - 100 ml di soluzione contengono: Principio 
attivo: Lormetazepam 250 mg. Per l’elenco completo degli eccipienti, vedere paragrafo 6.1.
3. FORMA FARMACEUTICA
Compresse rivestite; gocce orali, soluzione. 
4. INFORMAZIONI CLINICHE 
4.1. Indicazioni terapeutiche - Trattamento a breve termine dell’insonnia. Le benzodia-
zepine sono indicate soltanto quando l’insonnia è grave, disabilitante e sottopone il sog-
getto a grave disagio. 
4.2. Posologia e modo di somministrazione - Via di somministrazione Uso orale. 
Posologia - Il trattamento deve essere il più breve possibile. Il paziente deve essere ri-
valutato regolarmente e la necessità di un trattamento continuato deve essere valutata 
attentamente, particolarmente se il paziente è senza sintomi. La durata del trattamento, 
generalmente, varia da pochi giorni a due settimane, fino ad un massimo di quattro set-
timane, compreso un periodo di sospensione graduale. In determinati casi, può essere 
necessaria l’estensione oltre il periodo massimo di trattamento; in caso affermativo, non 
deve avvenire senza rivalutazione della condizione del paziente. Il trattamento deve essere 
iniziato con la dose consigliata più bassa, da incrementare avendo cura di non superare 
la dose massima, ed essere il più breve possibile. In caso di trattamento superiore a due 
settimane la somministrazione di MINIAS non deve essere sospesa bruscamente, dato che i 
disturbi del sonno potrebbero temporaneamente ripresentarsi con intensità più elevata. Per 
tale ragione si raccomanda di concludere il trattamento mediante riduzione graduale delle 
dosi, agevolata anch’essa dalle forme farmaceutiche. La dose massima non deve essere 
superata. Salvo diversa prescrizione medica la dose singola nell’adulto è di 1-2 mg (1 mg 
equivale a 10 gocce). Nei pazienti anziani la dose singola è di 0,5 - 1 mg (vedere paragrafo 
4.4). Nel trattamento di pazienti con funzione renale alterata si dovrà valutare un’eventuale 
riduzione dei dosaggi sopraindicati (vedere paragrafo 4.4). Nei pazienti con insufficienza 
respiratoria cronica da lieve a moderata o insufficienza epatica si deve considerare una 
riduzione della dose (Vedere paragrafo 4.4).
Popolazione pediatrica - Bambini e adolescenti  
Si sconsiglia la somministrazione di MINIAS per il trattamento dell’insonnia a pazienti di 
età inferiore a 18 anni senza una valutazione attenta della sua effettiva necessità (vedere 
paragrafo 4.4). La dose singola per i pazienti sotto i 18 anni dipende dalla loro età, dal peso 
e dalle condizioni generali del paziente. La durata del trattamento deve essere la più breve 
possibile. La disponibilità di compresse divisibili e delle gocce rende agevole la posologia. 
Le compresse vanno assunte con un po’ di liquido, senza masticarle, mezz’ora prima di 
coricarsi. Le gocce vanno diluite in un po’ di liquido, mezz’ora prima di coricarsi.
4.3. Controindicazioni - Ipersensibilità alle benzodiazepine o ad uno qualsiasi degli ecci-
pienti elencati al paragrafo 6.1. 
Miastenia grave - Grave insufficienza respiratoria (ad esempio grave malattia cronica pol-
monare ostruttiva) (vedere paragrafo 4.4). Sindrome da apnea notturna - Glaucoma ad 
angolo stretto - Grave insufficienza epatica. Intossicazione acuta da alcool, medicinali ip-
notici, analgesici o psicotropi (neurolettici, antidepressivi, litio). Controindicato durante la 
gravidanza e l’allattamento (vedere paragrafo 4.6). 
4.4. Avvertenze speciali e precauzioni d’impiego - Le benzodiazepine e gli agenti 
benzodiazepino-simili sono indicati soltanto quando il disturbo è grave, disabilitante o sot-
topone il soggetto a grave disagio. 
Tolleranza - Dopo uso ripetuto per alcune settimane può svilupparsi una certa perdita di 
efficacia degli effetti ipnotici di Minias. 
Dipendenza - L’uso di MINIAS e di altre benzodiazepine può condurre allo sviluppo di dipen-
denza fisica e psichica da questi farmaci. E’ stato documentato l’abuso di benzodiazepine. 
Il rischio di dipendenza aumenta con la dose e la durata del trattamento; esso è maggiore 
in pazienti con una storia di abuso di stupefacenti o alcool. Pertanto, Minias deve essere 
utilizzato con estrema cautela nei pazienti con una storia di abuso di alcool o stupefacenti 
(vedere paragrafo 4.8). La possibilità di dipendenza è ridotta quando MINIAS è usato nella 
dose appropriata con un trattamento a breve termine.
Sintomi da sospensione - Una volta che la dipendenza fisica si è sviluppata, l’interruzione 
brusca del trattamento sarà accompagnato da sintomi di astinenza (vedere paragrafo 4.8). 
Questi possono consistere in ansia estrema, tensione, irrequietezza, confusione, irritabilità 
cefalea, dolori muscolari. Nei casi gravi possono manifestarsi i seguenti sintomi: dere-
alizzazione, depersonalizzazione, iperacusia, intorpidimento e formicolio delle estremità, 

parestesia degli arti, ipersensibilità alla luce, al rumore e al contatto fisico, allucinazioni e 
crisi epilettiche. Altri sintomi sono: depressione, insonnia, sudorazione, tinnito persistente, 
movimenti involontari, vomito, parestesia, alterazioni percettive, crampi addominali e mu-
scolari, tremore, mialgia, agitazione, palpitazioni, tachicardia, attacchi di panico, vertigini, 
iper-reflessia, perdita della memoria a breve termine, ipertermia. Ci sono elementi per pre-
vedere che, nel caso di uso di benzodiazepine con una breve durata di azione, i sintomi da 
astinenza possano diventare manifesti all’interno dell’intervallo di somministrazione, parti-
colarmente nel caso di dosi elevate. Questo è improbabile che accada con MINIAS perché 
la sua emivita di eliminazione è di circa 10 ore. Tuttavia, quando si passa a MINIAS dopo 
aver utilizzato benzodiazepine con una durata d’azione significativamente più lunga per un 
periodo di tempo prolungato e/o a dosi elevate, possono presentarsi sintomi da astinenza.
Insonnia ed ansia di rimbalzo - All’interruzione del trattamento può presentarsi l’insonnia di 
rimbalzo, una sindrome transitoria in cui i sintomi che hanno condotto al trattamento con 
benzodiazepine ricorrono in forma aggravata. Questo può essere accompagnato da altre 
reazioni incluse: cambiamenti di umore, ansia, irrequietezza o disturbi del sonno. Poiché il 
rischio di sintomi da astinenza o da rimbalzo è maggiore dopo la sospensione brusca del 
trattamento, si suggerisce di effettuare una diminuzione graduale del dosaggio. Inoltre è 
importante che il paziente sia informato delle possibilità di fenomeni di rimbalzo, al fine di 
minimizzare la reazione ansiosa che l’eventuale comparsa di tali sintomi potrebbe scatena-
re quando MINIAS viene sospeso. E’ stato riportato l’abuso di benzodiazepine. 
Durata del trattamento - La durata del trattamento deve essere la più breve possibile (vedere 
paragrafo 4.2). Generalmente varia da alcuni giorni a due settimane fino ad un massimo di 
quattro settimane, inclusa la graduale riduzione della dose. L’estensione della terapia oltre 
questi periodi non deve avvenire senza rivalutazione della situazione clinica. In alcuni casi 
può essere necessaria l’estensione della terapia oltre il massimo periodo di trattamento; in 
questo caso, essa non può essere intrapresa senza rivalutazione della situazione clinica. Il 
paziente deve essere informato, quando inizia il trattamento, che esso è di durata limitata 
e si deve spiegare chiaramente che la dose può essere progressivamente diminuita. Per 
ulteriori informazioni riguardo i pazienti di età inferiore ai 18 anni  vedere paragrafo 4.2. 
Amnesia - MINIAS può indurre amnesia anterograda. Ciò accade più spesso nelle prime ore 
dopo l’ingestione del farmaco e quindi, per ridurre il rischio ci si dovrebbe accertare che il 
paziente possa avere un sonno ininterrotto di 7-8 ore (vedere paragrafo 4.8). 
Reazioni psichiatriche e paradosse - E’ noto che con l’uso di benzodiazepine possono pre-
sentarsi reazioni come irrequietezza, agitazione, irritabilità, aggressività, delirio, delusione, 
rabbia, collera, incubi, allucinazioni, psicosi, comportamento non adeguato e altre alterazio-
ni del comportamento. Se ciò dovesse avvenire, l’uso del medicinale deve essere sospeso.
E’ più probabile che queste reazioni compaiano nei bambini e negli anziani così come nei 
pazienti con sindrome cerebrale organica. Per il momento non si può escludere la possibi-
lità che nei pazienti in stato acuto di psicosi endogene, specialmente stati depressivi gravi, 
i sintomi siano aggravati dall’uso di MINIAS. Pertanto, MINIAS non è raccomandato per il 
trattamento primario delle malattie psicotiche. MINIAS non deve essere usato da solo per il 
trattamento dell’insonnia associata a depressione. La presenza di depressione deve essere 
sempre esclusa in particolare nei disturbi iniziali e mattutini del sonno, poiché i sintomi sono 
oltretutto diversamente mascherati e sono sempre presenti i rischi causati dalla malattia di 
base (ad esempio tendenze suicidarie). Durante l’uso di benzodiazepine, compreso MINIAS, 
può essere smascherato uno stato depressivo preesistente. MINIAS deve essere usato con 
cautela nei pazienti con depressione.
Gruppi specifici di pazienti - Pazienti pediatrici: per l’insonnia, MINIAS non deve essere 
somministrato ai pazienti di età inferiore ai 18 anni senza una valutazione attenta dell’effet-
tiva necessità del trattamento; la durata del trattamento deve essere la più breve possibile 
(vedere paragrafo 4.2). 
Pazienti anziani: l’uso di benzodiazepine, compreso MINIAS, può essere associato con un 
aumento del rischio di cadute dovuto agli effetti indesiderati quali atassia, debolezza musco-
lare, capogiri, sonnolenza, stanchezza e affaticamento e perciò si raccomanda di trattare con 
cautela i pazienti anziani. Gli anziani devono assumere una dose ridotta (vedere paragrafo 4.2). 
Pazienti con atassia spinale e cerebellare - Minias deve essere somministrato con 
cautela ai pazienti con atassia spinale e cerebellare. 
Pazienti con insufficienza respiratoria cronica: una dose più bassa è consigliata nei 
pazienti con insufficienza respiratoria cronica a causa del rischio di depressione respiratoria 
(vedere anche i paragrafi 4.2 e 4.3). 
Pazienti con insufficienza epatica: i dati di farmacocinetica con dosi singole di Minias in 
pazienti con insufficienza epatica da lieve a moderata sono limitati. Nei pazienti con insuf-
ficienza epatica è stata osservata un’elevata esposizione sistemica (vedere paragrafo 5.2). 
Tuttavia, non sono disponibili dati di farmacocinetica da studi clinici con somministrazione 
ripetuta di Minias in questa popolazione di pazienti. 
Si raccomanda di trattare con cautela i pazienti con grave insufficienza epatica e/o ence-
falopatia in quanto MINIAS come tutte le benzodiazepine può precipitare l’encefalopatia 
epatica, dev’essere considerata, quindi, una riduzione del dosaggio (vedere paragrafo 4.2).
Pazienti con grave insufficienza renale: MINIAS deve essere somministrato con caute-
la nei pazienti con grave insufficienza renale. 
Pazienti con psicosi: le benzodiazepine non sono consigliate per il trattamento primario 
delle malattie psicotiche. Le benzodiazepine non devono essere usate da sole per trattare la 
depressione o l’ansia connessa con la depressione (il suicidio può essere precipitato in tali 
pazienti). Le benzodiazepine devono essere usate con attenzione estrema in pazienti con 
una storia di abuso di droga o alcool. Le stesse misure prudenziali devono essere adottate 
per i pazienti con insufficienza cardiaca e bassa pressione sanguigna i quali devono essere 
sottoposti a regolari controlli durante la terapia con MINIAS (così come è consigliato con le 
altre benzodiazepine e gli altri agenti psicofarmacologici).

The Journal of Psychopathology publishes contributions in the form of 
monographic articles, news, update articles in clinical psychopharmacol-
ogy, forums in the field of psychiatry.
The material submitted should not have been previously published, and 
should not be under consideration (in whole or in part) elsewhere; it 
must conform with the regulations currently in force regarding research 
ethics. If an experiment on humans is described, a statement must be 
included that the work was performed in accordance with the principles 
of the 1983 Declaration of Helsinki. The Authors are solely responsible for 
the statements made in their paper, and must specify that consent has 
been obtained from patients taking part in the investigations and for the 
reproduction of any photographs. For studies performed on laboratory 
animals, the authors must state that the relevant national laws or institutional 
guidelines have been adhered to.
Only papers that have been prepared in strict conformity with the edito-
rial norms outlined herein will be considered for publication. Eventual 
acceptance is conditional upon a critical assessment by experts in the 
field, the implementation of any changes requested, and the final deci-
sion of the Editor.
Conflict of Interests. In the letter accompanying the article, Authors must 
declare whether they obtained funds, or other forms of personal or insti-
tutional financing – or if they are under contract – from Companies whose 
products are mentioned in the article. This declaration will be treated by 
the Editor as confidential, and will not be sent to the referees. Accepted 
articles will be published accompanied by a suitable declaration, stating 
the source and nature of the financing.

General instructions
– Online submission: authors are requested to submit their manuscripts 
to: www.jpsychopathol.net/journal 
Manuscripts should be accompanied by the “Permission form” downlo-
adable from the website, signed by all authors to transfer the copyright. 
– Software and text: please saving files in.DOC or in.RTF format.
– Illustrations: a) send pictures in separate files from text and tables; 
b) software and format: preferably send images in.TIFF or.JPEG or.PDF 
format, resolution at least 300 dpi (100 x 150 mm). 

The text must be written in English. The paper must include:
1. title;
2. summary (Summary should be about 3000 typewritten characters 

(including spaces). It should be divided into 4 sections: Objectives, 
Methods, Results, Conclusions);

3. a set of key words;
4. legends for tables and figures (each figure and/or each table on 

separate pages);
5. authors are invited to suggest 3 national or international referees 

for their article.

The first page of the manuscript must also contain the names of the Authors 
and the Institute or organisation to which each Author is affiliated; the 
category under which the Authors wish the work to be published (although 
the final decision rests with the Editor); the name, mailing address, and 
telephone and fax numbers of the Author to whom correspondence and 
the galley proofs should be sent.

Tables (in 3 copies) must be limited in number (the same data should 
not be presented twice, in both the text and tables), typewritten one to a 
page, and numbered consecutively with Roman numerals. In the text and 
legend to the tables, Authors must use, in the exact order, the following 
symbols:, †, ‡, ¶,, ††, ‡‡ …

Figures, please strictly follow the above-mentioned instructions.

The references must be limited to the most essential and relevant refer-
ences, identified in the text by Arabic numbers in upper script and listed 
at the end of the manuscript in the order of mention. The first 3 Authors 
must be indicated, followed by et al. Journals should be cited according 
to the abbreviations set out by Index Medicus.
Examples of the correct format for bibliographic citations:
Journal articles:
Schatzberg AF, Samson JA, Bloomingdale KL, et al. Toward a biochemical 
classification of depressive disorders, X: urinary catecholamines, their 
metabolites, and D-type scores in subgroups of depressive disorders. 
Arch Gen Psychiatry 1989;46:260-8.
Books:
Kaplan HI, Sadock BJ. Comprehensive textbook of Psychiatry. Baltimore: 
Williams & Wilkins 1985.
Chapters from books or material from conference proceedings:
Cloninger CR. Establishment of diagnostic validity in psychiatric illness: 
Robins and Guze’s method revisited. In: Robins LN, Barret JE, editors. The 
validity of psychiatric diagnosis. New York: Raven Press 1989, pp. 74-85.

Acknowledgements and the citation of any grants or other forms of financial 
support should be provided at the end of the paper, after the list of references.
Notes to the text, indicated by asterisks or similar symbols, should appear 
at the bottom of the relevant page.
Mathematical terms and formulae, abbreviations, and units of measure 
should conform to the standards set out in Science 1954;120:1078.
Drugs should be referred to by their chemical name; the commercial name 
should be used only when absolutely unavoidable (capitalizing the first 
letter of the product name and giving the name of the pharmaceutical firm 
manufacturing the drug, town and country).

Authors are required to correct and return galley proofs of their paper 
within 4 days of receipt.

Specific instructions for the various categories of papers:

1. Editorials: only upon invitation by the Editor-in-chief or the Editorial 
Board are brief discussions on general and practical aspects of topics 
of current interest. The text must not exceed 10 typewritten pages (2000 
typewritten characters).
2. Original articles (which may also include invited articles). The text 
should be subdivided into the following sections: Introduction, Materials 
and methods, Results, and Discussion and Conclusions. The manuscript 
should not exceed 40.000 typewritten characters, including the summary, 
tables, figures and references (max 35). Summary should be no more 
than 3000/3500 typewritten characters (please strictly follow the above-
mentioned instructions). In the Objective(s) section, the aim (or the aims) 
of the work must be clearly summarised (i.e., the hypothesis the Authors 
aim to verify); in the Method(s) section, the Authors must report the context 
of the study (i.e., general paediatrics, Hospital, Specialist Centre …), the 
number and the kind of subjects under analysis, the kind of treatment and 
of statistical analysis used. The Results section should refer to the results of 
the study and of the statistical analysis. In the Conclusion(s) section should 
report the significance of the results as related to clinical implications.
3. Brief articles: this space is dedicated to brief communications of clini-
cal and experimental data and to preliminary data of ongoing research of 
particular interest. The manuscript should not exceed 20.000 typewritten 
characters, including the summary, tables, figures and references (max 10).
4. Case reports: brief articles (maximum 4000/4500 typewritten characters) 
in which clinical original experiences from medical practice are described.
5. Assessment and instruments in psychopathology. This section hosts 
articles on psychological and psychopathological assessment instruments 
aiming at improving knowledge of psychological functioning of those subjects 
with mental and behavior disorders in different reference models. The use 
of such instruments is not limited to clinical population but also includes 
non-clinical and general population. This section also accepts studies 
on validation and translation into Italian of instruments, new assessment 
instruments and competing studies of new assessment instruments with 
other procedures of assessment than psychopathological constructs. The 
manuscript should not exceed 40.000 typewritten characters, including the 
summary, tables, figures and references (max 35).
6. Clinical psychopharmacotherapy: articles reporting the latest develop-
ments in the area of drug therapy should be subdivided into the following 
sections: Introduction, Materials and Methods, Results, and Discussion 
and Conclusions. The text must not exceed 30.000 typewritten charac-
ters including the references, tables, figures, and summary (3000/3500 
typewritten characters, excluding figure legends and table captions).

Subscriptions
The Journal of Psychopathology is published quarterly. Annual subscrip-
tion: € 70,00 for Italy; € 85,00 for all other countries; € 30,00 for single 
issues (when available). All correspondence concerning subscriptions 
(including payments) should be addressed to:
Journal of Psychopathology, Pacini Editore Srl, Via Gherardesca 1, 56121 
Pisa (Italy) – Tel. + 39 050 313011 – Fax + 39 050 3130300
abbonamenti@pacinieditore.it - www.pacinieditore.it

Printed by Pacini Editore - June 2017
Journal printed with total chlorine free paper and water varnishing
The Publisher remains at the complete disposal of those with rights whom it was impossible to contact, and for any 
omissions.
Subscribers’ data are treated in accordance with the provisions of the Legislative Decree, 30 June 2003, n. 196 - by 
means of computers operated by personnel, specifically responsible. These data are used by the Publisher to mail this 
publication. In accordance with Article 7 of the Legislative Decree no. 196/2003, subscribers can, at any time, view, 
change or delete their personal data or withdraw their use by writing to Pacini Editore Srl, via A. Gherardesca 1, 56121 
Ospedaletto (Pisa), Italy.
Photocopies, for personal use, are permitted within the limits of 15% of each publication by following payment to SIAE 
of the charge due, article 68, paragraphs 4 and 5 of the Law April 22, 1941, No 633. Reproductions for professional or 
commercial use or for any other other purpose other than personal use can be made following A WRITTEN REQUEST 
AND specific authorization in writing from AIDRO, Corso di Porta Romana, 108, 20122 Milan, Italy (segreteria@aidro.
org - www.aidro.org).

Information for Authors including editorial standards for the preparation of manuscripts




