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ABSTRACT 

 

 

Background- It has been suggested that approximately 20–30% of the ESRD population 

suffer from depression. Evidence for placebo-controlled efficaciousness of commonly used 

antidepressants, such as selective serotonin reuptake inhibitors (SSRIs), is limited among 

patients with CKD, who generally have been excluded from large randomized trials of 

antidepressant medication treatment due to safety considerations. 

Aim- To study the  efficacy and tolerability of Escitalopram in patients of CKD undergoing 

hemodialysis with Depressive disorder. 

Methods- A short-term outcome study was conducted to determine the efficacy and 

tolerability of  Escitalopram in patients with depressive disorder undergoing haemodialysis. 

MINI – 6,  HMSE, HDRS, GAF, SAFTEE, PSQI scales.  

Results- We found that significantly higher response was seen in these populations in HDRS 

scores at the end of 4, 8, 12 weeks. We found a statistically significant relationship between 

the introduction of Escitalopram and improvement in scores in the PSQI scale, GAF scale 

with p-value = 0.0001 (p<0.05) at 4,8,12 weeks. The SAFTEE scale scores reduce with 

continued use indicating the majority of patients had transient and tolerable adverse effects. 

Conclusion- The study found a significant efficacy with minimum tolerable side effects in 

patients with depression undergoing dialysis after initiating Escitalopram. 

 

Key words- Chronic kidney disease, hemodialysis,  depression, SSRIs, Escitalopram 



Page xiv 
of2 

 

 

 

TABLE OF CONTENTS 

 

 

1. Introduction                                                                     Page No. 1 

2. Objectives                                                                     Page No. 3 

3. Review of Literature                                                         Page No. 4 

4. Methodology                                                                     Page No. 34 

5. Results                                                                                 Page No. 41 

6. Discussion                                                                     Page No. 54 

7. Conclusion                                                                     Page No. 57 

8. Summary                                                                     Page No. 58 

9. References                                                                     Page No. 60  

10. Annexures                                                                     Page No. 9



 

1 
 

 

INTRODUCTION 

 

 

Chronic kidney disease (CKD) affects 10–15% of adults globally (3). While current, 

depression remains typically unrecognized (4) reflecting a lack of routine psychological 

assessment among this patient population (5). It has been suggested that approximately 20–

30% of the ESRD population suffer from depression (6,7,8,9).Depression additionally 

considerably worsened patient-centric outcomes and was associated with delayed dialysis 

initiation, lower quality of life, greater symptom burden, sexual dysfunction, non-

adherence to medications and dietary restrictions (166,167). Evidence for placebo-

controlled efficaciousness of commonly used antidepressants, such as selective serotonin 

reuptake inhibitors (SSRIs), is limited among patients with CKD, who generally have been 

excluded from large randomized trials of antidepressant medication treatment due to safety 

considerations (168,169). Patients with advanced CKD are at a higher risk for 

antidepressant adverse events due to the potential accumulation of toxic metabolite effects, 

increased risk of drug-drug interactions, cardiac sequelae and increased bleeding 

tendencies.  

A recent Cochrane review by Palmer SC et al 2016 (212) revealed that there are very few 

studies that show us the safety and efficacy of antidepressants in subjects with depression 

in patients with CKD treated with dialysis. Studies conducted are mostly have used 

Sertraline, Citalopram in subjects with depression in CKD patients on dialysis 

(213,214).The largest trial of MDD treatment in the general population also assessed 
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efficacy over 12 weeks and showed that a substantial portion of patients who achieved 

response or remission did so after 8 weeks of treatment with an SSRI (178).  Escitalopram 

has been currently widely prescribed drug with the following  

 

advantages with it being metabolized by the liver, minimal impact on the renal system and 

lesser undesirable side effects [150,142]. Hence, the current study was undertaken to study 

the effectiveness and tolerability of Escitalopram in patients of CKD undergoing 

haemodialysis with Depressive disorder. 
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AIMS  AND  OBJECTIVES : 

 

1. To study the efficacy of Escitalopram in patients of CKD undergoing hemodialysis 

with Depressive disorder. 

2. To study the tolerability of Escitalopram in patients of CKD undergoing hemodialysis 

with Depressive disorder. 
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REVIEW OF LITERATURE 

 

Introduction 

Mental disorders were the second leading reason behind illness burden in terms of years lived 

with disability (YLDs) and also the sixth leading reason behind disability-adjusted life-years 

(DALYs) within the world in 2017, move a significant challenge to health systems, 

significantly in low-income and middle-income countries (1).  Mental disorders contributed 

4.7% (3.7–5.6) of the entire DALYs in India in 2017, compared with 2.5% (2.0–3.1) in 1990 

(2). Mental disorders were the leading reason behind YLDs in India, contributing 14.5% of 

the entire YLDs in 2017 (2) the upper prevalence of depressive and anxiety disorders in 

southern states can be associated with the upper levels of modernization and urbanisation in 

these states and to several different factors that don't seem to be however well understood 

(2).Chronic kidney disease (CKD) affects ~10–15% of adults globally (3).While current, 

depression remains typically unrecognized (4) reflective of an absence of routine 

psychological analysis among this patient population (5).It has been prompt that more or less 

20–30% of the ESRD population suffer from depression (6,7,8,9). In ESRD, important 

associations are reported between depression, immune parameters and mortality (10). 

Moreover, analysis has shown important associations between depression and organic 

process standing, that might mediate the relationship between depression and mortality 

during this population (10,11).The psychological and somatic effects of depression will 

complicate chronic unwellness [6,12], reduce the quality of life [13, 10, 14 ], reduce the 

motivation to keep up self-care and increase hospitalization rates [15]. The association 
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between depression and mortality, in each HD and peritoneal dialysis, has been demonstrated 

in many studies [6,12, 15, 16, 17–21]. Suicide contributes to the death rate related to major 

depression. The lifetime suicide risk related to major depression is estimated to be around 

3.4% [22].Among the dialysis population suicide accounts for around 0.2 deaths per 1,000 

patient-years [23,24]. 

 

 

 

Depression and Chronic Kidney Disease 

A recent study showed that depression was a significant risk factor for withdrawal HD, even 

after controlling for age and other clinical variables [25]. Ganzini et al. [26] proposed that 

patients with major depression should not be encouraged to decide on withdrawal until after a 

period of antidepressant treatment.  

Approximately 60%-97% of patients on HD expertise some fatigue, experience is negatively 

correlative with quality of life [64]. In a study, 83.49% of hemodialyzed patients have 

depressive disorders, as well as 54.85% mild and 28.64% moderate depression. Within the 

subgroup of experienced dialyzed patients, moderate depression is known in 15.63% of 

respondents [65]. In another study [66] on 241 Maintenance hemodialysis (MHD) patients in 

Boston (USA) area, 57 (23.7%) participants with significant depressive symptoms are found. 

In another analysis, 323 patients with End-Stage renal Disease (ESRD) were compared with a 

control group of primary health care patients [67]. Wuerth et al. (56) examined the problem 

of properly distinguishing depression in patients with ESRD and also the barriers that will 

impede the formulation of a correct diagnosis. Cukor, et al. Evaluated the association 
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between psychological measures and self-reported medication adherence and found that 

depressive symptoms are a major independent predictor of lower medication adherence [57]. 

Patients with CKD might report symptoms of minimized energy, poor appetite, associate 

degree sleep disturbance on self-report depression questionnaires that may not be confirmed 

as an episode of a major depressive disorder by employing a DSM-IV–based structured 

clinical interview (98,107).  

These increased bodily symptoms are reported by an inveterately ill patient so is also 

misdiagnosed as symptoms of a major affective disorder (108). Younger age, white race, 

female sex, and a longer period of maintenance HD therapy were associated with a greater 

prevalence of physician-diagnosed depression in knowledge from the Dialysis Outcomes and 

Practice Patterns Study (DOPPS) (109).  

Moreover, during a study of 295 dialysis patients by Kimmel, et al. Worsening depressive 

symptoms are correlated with worse compliance with total dialysis time [58]. Noncompliance 

with self-care behaviours might worsen blood pressure, glucose, cholesterol, bone 

metabolism, anaemia, phosphorus, and volume parameters in patients with CKD and ESRD, 

and ultimately result in adverse health outcomes [59]. 

Depression predicts a resulting speedy decline in kidney function, in new-onset clinically 

severe kidney disease (or end-stage renal disease), and hospitalizations that are complicated 

by acute excretory organ injury [68]. Substance abuse, alcoholism and suicidal tendency are 

common in depressive health problems. Moreover, they're probably to be non-compliant with 

regular dialysis, fluid replacement etc [69,70]. In patients on chronic haemodialysis therapy, 

depression is related closely to nutritionary status and will be an independent risk factor for 

malnutrition [71]. 
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Depression is an independent risk factor for rehospitalization in patients with congestive heart 

failure and end-stage renal disease (ESRD)(74,75,76-79) and death in patients with recent 

myocardial infarction, congestive heart failure, or ESRD (74,75,80,76,77,79-88). Patients 

with CKD and ESRD experience excessive rates of cardiovascular events and 

death(89,90).Importantly, in patients with CKD, as in the general population, depression 

additionally results in substantial decreases in quality of life, functional impairment, and 

sexual dysfunction(91–95).It, therefore, is important to raise perceive the issues and 

difficulties of diagnosis and treating depression in patients with CKD and whether or not 

treatment of depression would improve medical outcomes and selected quality-of-life 

domains of patients with CKD   (76,96).  

DOPPS (The dialysis Outcomes and Practice Patterns Study) was an outsized, international, 

prospective, observational study of 5256 haemodialysis patients that found that once 

adjusting for time on dialysis, age, race, socioeconomic status, comorbid indicators and 

country, depression was associated with an increased risk for first hospitalisation (124). 

Hedayati et al. have also conducted many studies trying to deal with the association between 

depression and a spread of negative health outcomes in renal disease, as well as dialysis 

initiation, medical aid rates and length of keep, and death. In each of these studies an 

association between depression and hospitalisation has been shown (125). 

Measuring adherence in ESKD patients presents particular logistical difficulties (126) but, 

most studies have indicated a relationship between depressive affect and both laboratory and 

behavioural markers of poor compliance in the dialysis patient (126-129). Depression is 

related to impaired nutrition in chemical analysis patients (127,130) with non-adherence rates 

to the prescribed diet and fluid restriction recommendations of approximately 50% (130) 

significantly, anti-depressant therapy in conjunction with supportive psychotherapy seems to 

boost nutritionary standing in depressed people with CKD  (127,130). 
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Finally, depressed people on dialysis medical care are considerably a lot of probably to 

withdraw from treatment (131,132) than non-depressed dialysis patients. It's currently widely 

accepted that health-related quality of life (HRQOL) is significantly compromised in patients 

with ESKD (133). Moreover, HRQOL has been associated with increased morbidity and 

mortality. Depression has been found to own a profound negative impact on HRQOL in CKD 

patients (134,135) in addition, it's been proposed that depression and anxiety may be more 

strongly associated with HRQOL in CKD than clinical and socio-demographic variables 

taken along (136). Depression will impact HRQOL in many ways. Patients with depression 

are found to have two- to threefold, a lot of medical symptoms compared with controls 

without depression (122) addition to the present higher symptom burden, ESKD patients with 

depression expertise a lot of fatigue, cognitive difficulties, pain, sleep disturbances, sexual 

dysfunction and relationship difficulties (133). Other than increased levels of symptoms, 

depression is additionally coupled with reduced functional performance and increased rates 

of activity disability (137,138), usually leading to financial strain and reduced well-being.  

HRQOL is very important in and of itself; but, as each HRQOL and depression are related to 

survival in chemical analysis patients (110, 134,139), this negative association incorporates 

clear clinical importance. 

Dialysis physicians and nurses often fail to recognise symptoms of depression (140) though 

it's been shown that bodily symptoms are often the presenting complaint of those with a 

chronic medical health problem World Health Organization are eventually diagnosed with 

depression, physicians usually pay less attention to somatic complaints of medicine health 

problem (141) a further drawback is that the overlap between the physical symptoms of 

depression and people of the underlying medical health problem. This can be crucial to the 

clinical analysis of a patient with ESKD. Particularly, the depressive symptoms of 

psychomotor agitation or retardation, appetite and weight changes, sleep disturbance, and 
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aches and pains are usually difficult to tell apart from anorexia, sleep disturbance and 

neuropathy secondary to underlying ESKD, particularly when uraemia is present  (142).   

These figures contrast with those for MDD reported in healthy elders living within the 

community via the recent epidemiological catchment area studies that indicate rates of 0.1% 

to 0.8% in men and 0.6% to 1.8% in women (191). The fate of patients with depression 

within the medical setting is gloomy; several of these depressive disorders don't resolve once 

the patient leaves the hospital. For example, a short-term follow-up of a group of elderly male 

veterans with MDD found that of those patients alive ten weeks after diagnosis, 64% had 

persistent MDD and only 18% had gone into complete remission (192) Cassem and Hackett 

(193)  found depressed mood in 50% of patients immediately once MI. More than 70% of 

those patients continued to be depressed one year after initial evaluation. Depression in these 

cardiac patients is commonly related to the inability to come to work or previous activities, 

sexual difficulties, and readmission to the hospital. What is more, depression is shown as well 

to considerably affect the medical course of patients with medical conditions and their 

survival. 

Pathophysiology of Depression in CKD patients 

Hypothesized mechanisms include biological, behavioural, genetic, and social factors [60], 

ranging from inflammatory factors (e.g., C-reactive protein, cytokines) or chemical 

imbalances (e.g., higher levels of phosphorus, uraemia and lower levels of haemoglobin [61], 

hormones like high levels of cortisol, etc.) to physical inactivity and lack of social support 

[62,63]. 

Alternative explanations view depression as the direct or indirect consequence of kidney 

failure. For example, there are increased levels of cytokines and acute-phase reactants in 

patients with ESRD [38], probably implicating cytokine-induced depression [6, 39-41] within 
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the pathogenesis of depression in dialysis patients. Uraemia could impact the central nervous 

system, moving the synthesis and metabolism of certain neurotransmitters [42] Increasing 

proof has supported the benefits of daily HD upon uraemic symptomatology [43-46], though 

there's restricted proof to recommend that daily dialysis is related to a reduction in 

depression.   

           In a study of 151 ESKD patients, perceptions of loss were the strongest predictors of 

depression, in turn successively predicted the quality of life (QOL) (113). There are 

alternative biological elements that may be considered to be each a part of the shared 

‘upstream’ risk factors, moreover as consequences of CKD and depression. These embody 

the system, inflammatory pathways, disturbances of the hypothalamic-pituitary axis and 

changes within the parasympathetic and sympathetic nervous systems (114-116). 

There's evidence of an association between malnutrition, Inflammation, And Atherosclerosis 

(MIA) in ESRD patients, and a few researchers have prompted that depression may well be 

involved within the MIA syndrome. Others have demonstrated frequent and close 

relationships between serum albumin levels and depression [63]. 

Around 20 % of ESRD patients suffer from depression [6, 27, 28, 29], while a similar pro- 

portion chooses to withdraw from dialysis [6, 30, 31]. Applying a psychodynamic model to 

ESRD links depression with the perception of loss [12,32, 33]. Patients with ESRD encounter 

losses on both a somatic and psychological level. The dependency upon treatment, 

accompanied by varied losses, could result in perceived feelings of a lack of control [34–37].  

Nam, et al. Studied fourteen patients with CKD before and 6 months once HD and found 

correlations between reduced levels of depression, higher perfusion in the left middle gyrus, 

and higher rob within the right Para hippocampal structure. These latter findings implicate the 

importance of the kidney-brain association, not only within the neurological facet of 
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cognition and learning but additionally in the emotive presentation of many people with 

CKD, notably concerning the appearance of emotive disorders [72]. 40% to 75% of 

depressed older patients have lesions of the thalamus and basal ganglia, whereas only 5% of 

normal aged controls have Such lesions, and their lesions are smaller than the lesions of older 

depressives [73]. 

One biological element that has been suggested as being particularly relevant for 

understanding the bidirectional link between CKD and depression is inflammation. Higher 

concentrations of pro-inflammatory cytokines are identified among clinically depressed 

individuals and those with symptoms of depression, though there's considerable heterogeneity 

between studies (117,118). 

Moreover, there's proof to suggest that these pro-inflammatory cytokines interact with several 

of the pathophysiological mechanisms of depression, as well as neurochemical metabolism, 

neuroendocrine function, synaptic malleability and behaviour (115). CKD is commonly 

considered to be a pro-inflammatory state with increased inflammatory markers and oxidative 

stress (119,120), though attempts to demonstrate this is somewhat mixed. This chronic pro-

inflammatory state is believed to be associated with the higher than expected rates of upset 

and alternative causes of hyperbolic mortality during this population (121,122).  Finally, the 

loss is a crucial psychological theme to consider in examining depression in those with CKD. 

In a very study of 151 ESKD patients, perceptions of loss were the strongest predictors of 

depression, which successively expected the quality of life (QOL)(113). Within the early 

stages of CKD, people might feel a loss of health, as well as the more practical losses 

concerning lifestyle and independence. Loss of identity and primary role function is 

necessary areas to consider. Those on dialysis usually dislike or have ambivalent feelings 

towards the treatment; being dependent on such treatment for life, whereas having to endure a 

loss of autonomy and management. (113). Multiple studies have shown that depression is 
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related to increased healthcare costs, as well as primary, pharmacy, inmate medical, inpatient 

psychiatric and outpatient mental health care (123). 

 

Management of Depression in patients with CKD 

It is usually suggested that the diagnosis of depression in a patient with comorbid CKD ought 

to rely additional heavily on psychological features, like anhedonia, guilt, loss of self-esteem, 

hopelessness and self-destructive ideation (143).  Zalai asserts that, though routine screening 

for depression as such won't result in better outcomes, it's going to facilitate determining 

individuals whose psychosocial distress would otherwise remain undetected (144).  Hedayati 

has instructed that screening for depression ought to come about at key points of transition, 

like on the initial analysis of the CKD patient, at chemical analysis initiation, so at regular 

intervals thereafter (143). 

Despite the large randomized placebo-controlled Sertraline Antidepressant Heart Attack 

Randomised Trial (SADHART) that showed a trend toward the benefit of the serotonin-

selective reuptake inhibitor (SSRI) sertraline on Cardiovascular outcomes in patients with 

acute infarct or unstable angina (97). The effectiveness and safety of antidepressant drug 

medications don't seem to be accepted by physicians caring for these patients (98,99–101). 

However, small studies have explored the utilization of Antidepressant medications, 

moreover per se nonpharmacological treatment of depression as Psychotherapy, exercise 

therapy, cognitive behavioural therapy, and modifications within the dialysis treatment 

regime in patients with ESRD (102-106). 

Little research has been performed regarding the safety of antidepressant medication use in 

patients with CKD, with such patients usually being excluded from trials because of safety 
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concerns. In fact, to date, there has been just one completed RCT of antidepressant 

medication in CKD (145). This was a small trial of fourteen chronic haemodialysis patients 

with major depression. A statistically significant improvement in depression was found once 

four weeks amongst those given fluoxetine; however, this wasn't sustained at eight weeks. 

Non-randomised, empirical studies (146,147,145,148,130,149) recommend that 

antidepressant medication is also helpful in CKD 

Generally, antidepressant drug medications are hepatically metabolised, extremely protein-

bound and not removed significantly by dialysis (150). Thus, the relative activity and mode 

of excretion of metabolites of those drugs in patients with CKD are often uncertain. 

Additional issues include an increased risk of drug interactions (monoamine oxidase 

inhibitors, tricyclics and selective serotonin reuptake inhibitors (SSRIs)) (151, 150), 

anticholinergic effects, as well as urinary retention (tricyclics) (151,150), QTc prolongation 

(tricyclics) (151,150) accumulation of nephrotoxic metabolites (venlafaxine and bupropion) 

(152) and increased risk of bleeding (SSRIs) (152). 

However, there's a scarcity of information on the effectiveness of antidepressant therapy in 

patients with chronic HD. Though many small studies recommend that antidepressant 

medication and cognitive behavioural therapy may alleviate depressive symptoms in patients 

receiving chronic HD, the acceptance of such treatment by patients and renal providers 

remains unknown (159–162). 

Among patients receiving chronic HD, the prevalence of depression is high, and patients 

seem to be frequently ineffectively treated or not treated at all. Patients often reject evidence-

based recommendations to modify or initiate antidepressant therapy, attributing their 

depression to a recent acute event, chronic illness, or dialysis itself. Providers are commonly 

reluctant to implement treatment for this condition. These novel findings highlight major 
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obstacles to the routine implementation of antidepressant therapy in this patient population 

and underscore the strong need for additional data on the effectiveness of antidepressant 

therapy and methods to address patient and provider nonacceptance of treatment before 

mandates to universally screen and treat this patient population are implemented. 

Patients’ lack of interest in antidepressant therapy was previously documented in a study by 

Wuerth et al. (163), in which,50% of patients on peritoneal dialysis with depressive 

symptoms agreed to test to confirm the presence of depression and receive treatment. Patients 

on chronic HD consume a median of 19 medications daily (164). Hence, polypharmacy may 

explain patients’ reluctance to receive pharmacologic antidepressant therapy. Past research 

showed that 90% of nephrologists provided primary care to their patients on dialysis and that 

as few as 20% of patients on chronic dialysis have a separate primary care provider 

(165,166). 

Proof for placebo-controlled efficaciousness of commonly used antidepressants, such as 

selective serotonin uptake inhibitors (SSRIs), is limited among patients with CKD, who 

usually have been excluded from large randomized trials of medicinal drug medication 

treatment because of safety considerations (169,170). Previous studies investigating the 

efficaciousness of antidepressant medications among patients with CKD were performed in 

dialysis-dependent samples and were limited by lack of randomization and management, 

small sample sizes, short treatment durations, low adherence, high dropout rates, and 

nonstandard criteria for MDD diagnosis (171-178). Only two trials appropriately diagnosed 

MDD by employing a psychiatric interview, one including only fourteen patients treated over 

eight weeks, thirty and also the alternative, thirty patients over six months (171). Neither 

showed an associate degree antidepressant treatment result. In one of these trials, (171).  

There was an increased withdrawal rate within the sertraline group because of adverse events. 

Limited information exists relating to SSRI safety among patients with CKD as a result such 
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patients are excluded from large antidepressant medication trials (169,179,170). Patients with 

advanced CKD are at a higher risk for antidepressant adverse events due to the potential 

accumulation of toxic metabolite effects within the setting of reduced glomerular filtration 

rate; increased risk of drug-drug interactions; cardiac sequelae (QTc-interval prolongation 

and orthostatic hypotension); and increased bleeding from SSRI induced decreased platelet 

aggregability, which is especially problematic among patients with advanced CKD. Its active 

metabolite  is more metabolized to an inactive type before renal excretion (180). 

Although the duration was longer than previous studies, it did not assess the long-term effects 

of antidepressant treatment in CKD. The period was designed to reduce potential adverse 

events while permitting adequate drug exposure for a significant response. The largest trial of 

MDD treatment within the general population additionally assessed efficacy over 12 weeks 

and showed that a substantial portion of patients who achieved response or remission did 

therefore after 8weeks of treatment with an SSRI (179). Additionally, trials with longer 

durations (6 and 18 months) among patients with alternative chronic diseases didn't reveal the 

efficaciousness of SSRI vs placebo (170,182).  The potential advantage of SSRIs for the 

treatment of more severe depression can also deserve exploration. Though patients with 

dialysis-dependent CKD weren't included, there's a substantially larger population of patients 

with non–dialysis-dependent CKD, and the majority of patients with CKD die of 

cardiovascular disease before reaching end-stage kidney disease. Identifying interventions 

that might affect outcomes earlier throughout the disease period is imperative. Chronic 

Kidney Disease Antidepressant Sertraline Trial (CAST) study a single geographic region, the 

demographic breakdown was racially and ethnically numerous, regionally representative, and 

according to published information from other large nationally representative CKD cohorts 

(183).  The study did embrace a larger proportion of black participants than previously 
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reported in some CKD cohorts. 22%  of study participants had a history of drug abuse; but, 

it's uncertain whether or not this factor is generalizable. 

Citalopram is safe to use but may require additional monitoring and dose alteration and 

recommended its use with caution when GFR <10 ml/min. This study has reported an 

increased risk of bleeding, agitation and anxiety in the early stages of treatment and evidence 

of sexual dysfunction (Cohen et al., 2004; Hosseini et al., 2012; Kelly et al., 2003). 

Fluoxetine has a long half-life and studies have recommended its use on alternate days or low 

doses if GFR <20 ml/min (Baghdady et al., 2009; Blumenfield et al., 1997; Levy et al., 

1996). Pharmacokinetics of Sertraline in renal impairment are unchanged in single-dose 

studies, but no published data on multiple dosing. Acute renal failure has been reported; 

hence studies have recommended its use with caution (Brewster et al., 2003; DeVane et al., 

2002). Paroxetine has been shown to reduce depressive symptoms in ESKD. It is rarely 

associated with Fanconi’s syndrome (acute renal failure) (Doyle et al., 1989; Koo et al., 

2005). Clearance of SNRIs decrease CKD and half-life is prolonged in renal impairment. It is 

recommended to avoid slow-release formulations if GFR <30 ml/min (Baghdady et al., 2009; 

Bril et al., 2011; Hedayati et al., 2012; Taylor, 2012). Amitriptyline is known to cause 

sedation, arrhythmias, QTc prolongation, postural hypotension, confusion in the elderly, dry 

mouth, blurred vision and urinary retention (Bril et al., 2011; Hedayati et al., 2012; Taylor et 

al., 2012). Mirtazapine causes sedation, increased appetite, weight gain, oedema and blood 

dyscrasias (Baghdady et al., 2009; Hedayati et al., 2012; Taylor et al., 2012). Patients 

receiving MAOs need to avoid tyramine in food due to association with hypertensive crisis, 

postural hypotension, drowsiness and potential serious interactions with many medications 

(Baghdady et al., 2009; Hedayati et al., 2012; Taylor et al., 2012).  

Antidepressant  medication treatment  rates remain dismal, combined with the unknown 

safety and efficacy of such therapy in CKD and ESRD patients (150,98-100). Safety concerns 
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include possible drug-drug interactions, diminished metabolite clearance, and increased 

haemorrhage risk in these high-risk groups (152,151,184). Information to establish the 

efficaciousness of MDD therapy or impact on outcomes in CKD patients is limited because 

of small sample sizes, lack of  placebo  control,  non-standard criteria for MDD diagnosis, 

high drop-out rates, or choice and refusal bias (56,94,163,185). Inadequate information on the 

safety and tolerability of antidepressant medications in CKD patients has limited its use this 

high risk in the population and led to potential sub-therapeutic dosing of those medications 

(98). The list of adverse events noted in the literature varies from nausea and vomiting and 

central nervous system depression to QTC prolongation and arrhythmias (101,186).Though 

the exclusion of placebo-responders during the run-in period is meant to avoid randomization 

of these patients misclassified as having MDD, it may slightly impact generalizability. 

Studies of elderly patients with medical illness in the United States indicate that MDD and 

alternative depressive disorders are present in 20% to 45% of those enough to require 

hospitalization (187,188-190). These figures contrast with those for MDD reported in healthy 

elders living within the community via the recent epidemiological catchment area studies that 

indicate rates of 0.1% to 0.8% in men and 0.6% to 1.8% in women (191). The fate of patients 

with depression within the medical setting is gloomy; several of these depressive disorders 

don't resolve once the patient leaves the hospital. For example, a short-term follow-up of a 

group of elderly male veterans with MDD found that of those patients alive ten weeks after 

diagnosis, 64% had persistent MDD and only 18% had gone into complete remission 

(192).Cassem and Hackett (193)  found  depressed mood in 50% of patients immediately 

once MI. More than 70% of those patients continued to be depressed one year after initial 

evaluation. Depression in these cardiac patients is commonly related to the inability to come 

to work or previous activities, sexual difficulties, and readmission to the hospital. What is 

more, depression is shown as well to considerably affect the medical course of patients with 
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medical conditions and their survival. Depression in patients with post-MI and patients with 

HF is independent of disease severity and other conventional risks, related to increased risk 

for future reinfarction, cardiac arrest, and alternative mortalities (75,80, 194-198). In 

distinction to the tricyclic antidepressants, the results of the SADHART trial other small 

studies indicated that SSRIs  might  be comparatively safe among patients with IHD (199-

201).  Selective  serotonin   reuptake  inhibitors  are  associated with  substantial 

improvement in mood ratings after MI or unstable angina and are well-tolerated by 85% of 

patients within the study (202,203). 

 

 

 

 

 

 

Summary of the studies using Antidepressants in CKD patients  

The above review consists of international studies evaluating the effectiveness of 

antidepressants. There are cross-sectional and interventional studies. Several investigations 

were used to  monitor serum, plasma values of various parameters. Some  have looked at 

dietary intake and its association with depressive disorders.These  results  are variable with 

variations were because of  methodological issues like sampling, method of assessment and 

comorbidities. Escitalopram  has been currently widely prescribed drug with the following 

advantages with it being metabolized by the liver, minimal impact on the renal system and 

lesser undesirable side effects. Prospective studies evaluating the efficacy of escitalopram 
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have not been conducted in the CKD population with depressive disorder undergoing 

haemodialysis. Hence, the current study was undertaken to study  the  efficacy  and 

tolerability of Escitalopram in patients of CKD undergoing haemodialysis with Depressive 

disorder. 
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METHODOLOGY : 

 

Source of Data:  

Chronic Kidney Disease patients (CKD) with Major Depressive disorders undergoing 

Hemodialysis in Department of Nephrology, SDM College of Medical Sciences and 

Hospital, Dharwad (SDMCMSH)-580009 who were referred for psychiatric evaluation 

were recruited after taking informed consent.  

Study design: The study design was a prospective study with subjects recruited after being 

referred to the psychiatry department for psychiatric evaluation.  

Sample Size: Thirty-three (33) CKD patients with Depressive disorder undergoing 

haemodialysis in the Department of Nephrology during the study period will be approached 

and included in the study. The minimum sample size required as per similar studies 

conducted elsewhere and the previous cross-sectional prevalence study was done on CKD 

patients during the previous year in the same Institution. 

Sampling procedure: All the cases which were referred to the psychiatry department were 

evaluated for the presence of depressive disorders were recruited in the study. Consecutive 

sampling was done to select the study subjects. Patients diagnosed to have Depressive 

Disorder with CKD undergoing haemodialysis (inpatients / outpatient basis) and who have 

been started on Escitalopram for treatment were finally recruited for the study. 

Inclusion Criteria:  
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1. Patients with CKD who were undergoing haemodialysis as a part of the treatment 

method.  

2. Patients who met the criteria for Depressive disorder according to ICD-10 

Classification using MINI - 6. 

3. Subjects with CKD on haemodialysis and Depressive disorders, who have been 

started on Escitalopram by the staff of the Psychiatry Department were included in 

the study. 

4. Patients between the age group 18-60 years. 

Exclusion Criteria:   

1. Patients who have not given consent for the study. 

2. Patients suffering from dementia or HMSE score <23. 

3. Patients were diagnosed to be suffering from comorbid Alcohol Dependence 

Syndrome and other substance uses except for tobacco, Severe depression with 

psychotic symptoms were excluded. 

4. Kidney transplant recipients. 

Methods of data collection and assignment: 

Study participants who were diagnosed with depressive disorder and started on Escitalopram 

Oxalate were recruited for the study. Escitalopram was initiated with 5mg per day as a single 

dose and was gradually titrated to 20mg per day over 4 weeks. SAFTEE scale was used to 

evaluate for any treatment-emergent adverse effects and participants were asked to rate if 

they believe the side effect they are reporting is due to medication. If the side effects are 

deemed to preclude dose increases, the highest tolerable dose was used.  

The patient underwent baseline assessment followed by every 4 weeks follow-up at 4, 8 and 

12 weeks. A substantial portion of participants who achieved response or remission did so 

after 8 weeks of SSRI treatment in the Sequenced Treatment Alternatives to Relieve 
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Depression (STAR*D) trial, hence 12 weeks follow up was considered in the above sample. 

Cognitive assessment was done by HMSE (205) on all the subjects at baseline before 

recruiting the study. 

Outcome Measures: 

The primary outcome  measure is the change from baseline in depression symptom severity 

in the patients who received Escitalopram assessed by Hamilton Depression Rating Scale 

(206). 

Secondary outcome measures include other efficacy  using GAF scores and quality of sleep 

indices. Secondary efficacy endpoints are a response to treatment (defined as a decline of 

≥50% in the baseline HAM-D score) and remission of depression (defined as HAM-D 

score≤7). For drug-induced adverse effects,SAFTEE scores were used to assess for 

tolerability. The primary safety and tolerability endpoint are the patients experiencing serious 

adverse events (SAEs), including death, hospitalizations. Additional safety and tolerability 

endpoints are 1) type and severity of side effects reported on the Systemic Assessment for 

Treatment Emergent Effects scale (208).  

Demographic and clinical variables were collected from electronic medical records at 

screening and confirmed with the participant. Baseline hemogram, renal function test with 

electrolytes and ECG was conducted routinely for all subjects who were initiated with 

antidepressants.  

The primary outcome was assessed by the comparison between HAM D scores at baseline 

and weeks 4, 8 and 12. At each visit, concomitant medications were assessed and adherence 

to the study drug is monitored. Adverse events and tolerability were captured at each visit for 

dose escalation. GAF measures (207) were assessed at baseline, week 4, 8 and week 12. The 

secondary outcome was assessed by the comparison between PSQI (210) scores at baseline 

and weeks 4, 8 and 12.   
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Instruments used in the study:   

1. Socio-demographic, clinical and investigation Proforma:   

The proforma includes socio-demographic details, history and information about 

comorbid medical illness and duration of haemodialysis. General physical examination 

findings including pulse rate, blood pressure, temperature and systemic findings with 

Mental Status examination were documented. Investigations were done as standard care 

management like haematological, biochemical, Electrocardiogram to exclude prolonged 

QTc. 

2. International Classification of Disorders 10th edition by WHO for diagnostic 

classification of Depressive disorders. 

3. Mini - International Neuropsychiatric Interview (Version 6) (Annexure): 

The Mini-International Neuropsychiatric Interview (MINI) is a short structured diagnostic 

interview, developed jointly by psychiatrists and clinicians in the United States and 

Europe, for DSM- IV and ICD- 10 psychiatric disorders. The administration time of the 

interview was approximately 15 minutes and designed to meet the need for short but 

accurate structured clinical trials and epidemiology studies and to be used as the first step 

in outcome tracking in non-research clinical settings. The authors describe the 

development of the MINI and its family of interviews as the MINI Screen, the MINI Plus 

and the MINI Kid. Mini has been validated concerning the Structured Clinical Interview 

for DSM-III-R, Patient Version and The Composite International Diagnostic Interview 

(CIDI).  

Mini was used for diagnostic evaluation of psychiatric manifestation in the study sample 

and was applied in all the study subjects who were referred for psychiatry consultation.  

4. Hindi Mental Status Examination (HMSE) (206) -It assesses an individual on 11 

content areas related to different aspects of mental and cognitive functioning. These areas 
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include time orientation (5 items, score range 0-5), place orientation (5 items, score range 

0- 5),registration (3 items, score range 0-3), attention and calculation (backward counting 

of 5 digits, or repetition of 5 alphabets, score range 0-5), recall of previously registered 3 

items (score range 0- 3), naming of two subjects (score range 0-2), repetition of five 

words in a row (score range 0- 1), following the 3 stage command (score range from 0-3) 

reading and writing of a sentence (score range 0 or 1 for each of them), and copying of a 

figure showing 2 pentagons crossing each other (score range 0-1). The total score on this 

scale range from 0-to 30 with the lower scores suggestive of a greater degree of cognitive 

impairment. 

5. Hamilton Depression Rating Scale (HAM-D) (207) - HAM-D is an observer rating 

scale consisting of 17-21 items. The 17 item scale is used for non- psychotics and the 21- 

item scale in cases with psychotic disorders. Ratings are made based on clinical 

interviews along with any additional available information such as nursing and family 

member report. This scale has been validated on various groups of depressed patients. 

6. Global Assessment of Functioning Scale (GAF) (208)- The Global Assessment of 

Functioning is a numeric scale used by mental health clinicians and physicians to rate 

subjectively the social, occupational and psychological functioning of an individual, e.g., 

how well one is meeting various problems in living. Scores range from 100 (extremely 

high functioning) to 1 (severely impaired). In our study, it was used to assess the 

functioning level in the patients before the treatment to compare changes after the 

treatment. 

7. Systematic Assessment for Treatment Emergent Events (SAFTEE SCALE) (209)- 

The Systematic Assessment for Treatment Emergent Events scale is designed to collect 

information on adverse health events occurring during a specified period of a clinical 

trial. The purpose of the SAFTEE technique is to report adverse health events, regardless 
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of whether or not they are suspected to be drug-related, to reduce the under-reporting of 

unanticipated events compared with “known or expected” events. SAFTEE General 

Inquiry (GI) is made up of three queries concerned with general health status.  

8. Pittsburgh    Sleep   Quality    Index (PSQI) (211)- The   Pittsburgh    Sleep   Quality    

Index (PSQI)  is an effective instrument used to measure the quality and patterns of sleep 

in older adults.  It differentiates “poor” from “good” sleep by measuring seven domains: 

subjective sleep quality, sleep latency, sleep duration, habitual sleep efficiency, sleep 

disturbances, use of sleep medication, and daytime dysfunction over the last month. The 

client self-rates each of these seven areas of sleep. Scoring of the answers is based on a 0 

to 3 scale, whereby 3   reflect the negative extreme.   A global sum of “5” or greater 

indicates a “poor” sleeper. 

9. Informed Consent form (Annexure) 

Ethical  Consideration: 

• Participants were enrolled after signing informed consent.  

• Participation in the study was terminated if  the participant encountered any of the 

following stopping points: 1) any adverse event attributed to study drug 

hospitalization, that would obviate the continuation of study drug, or intolerable 

side effects despite decreasing the dose to a minimum, and the participants decide 

to withdraw; 2) development of suicidal intent; 3) the participants were unwilling 

or unable to continue with study procedures.  

• Information collected was kept confidential and there was no additional 

benefit offered to the participants. 

• The cost of antidepressant escitalopram was borne by the study subjects as it was 

part of their treatment as usual.  

• The institutional ethical committee, SDM College of Medical Sciences and 
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Hospital, Dharwad approved the study protocol (Annexure) 

Synopsis  approval  from  SDM University: 

The synopsis was submitted to SDM University and sought their permission for conducting 

the study as a dissertation for Doctor of Medicine (MD) in Psychiatry and their approval was 

taken (Annexure). All the suggestions by the reviewers of the university were incorporated in 

conducting the study. 

Statistical Analysis: 

Statistical Package for Social Sciences (SPSS) version 20 was used for data 

analysis.The frequency and percentages were used for describing the socio-

demographic andclinical data. Paired t-test and Repeat Measure ANOVA test 

wasused to look for changes in the scores HAM-D, GAF and Pittsburgh Sleep Quality 

Index.Thep-valueof <0.05wasconsideredfor statisticalsignificance.                              

 

 

 

 

 

 

 

 

 

 



 

27 
 

RESULTS 

One hundred and seventy patients were referred to the psychiatry department for mental 

health issues from November 2019 to October 2020. Out of the above referrals,65 patients 

had an HDRS score of 13 or greater, 5 patients had comorbid Alcohol Dependence Syndrome 

and other substance use, 10 patients had Severe depression with psychotic symptoms, 14 

patients did not provide consent for the study. Of the 36 who provided consent, all met the 

Mini International Neuropsychiatric Interview MDD criteria and entered the study. Three 

patients opted out of the study before the introduction of the medications. 

Sociodemographic and clinical details of the study sample: 

A total of 33 adults with depression were recruited for the study, out of which 25 (75.76%) 

weremales and 8 (24.24%) were females. The mean age of the study sample was 48.94±9.22 

years. The first participant was recruited in November 2019 and the last participant 

completed the last clinic visit in November 2020. Age and gender-wise distribution of 

participants have been mentioned in table (1, 2), Fig (1, 2). Inthecases, all 

thesubjectsbelongedtothe semi-urbanbackground of Dharwad. 

Table 1: Age-wise distribution of participants 

Age groups No of participants % of participants 

<=40yrs 5 15.15 

41-50yrs 13 39.39 

>=51yrs 15 45.45 

Mean±SD 48.94±9.22 
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Figure1: Age-wise distribution of participants 

 

 

Table 2: Gender wise distribution of participants 

Gender No of participants % of participants 

Male 25 75.76 

Female 8 24.24 
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Figure 2: Gender wise distribution of participants 

 

 

Inthestudypopulation,themeanHamiltonDepressionRatingScale(HDRS)scorewas 16.45 at 

baseline and all patients had their first episode of depression. The baseline investigations 

were mean values of blood parameters at baseline are as follows:Hemoglobin - 9.75,   Total 

leucocyte count  - 8120, Platelets-  2.28, Serum albumin - 2.86, Serum sodium-  138.22, 

Serum potassium - 5.08, Blood Urea - 82.95, Serum creatinine - 8.58.Of the 33 participants, 

36.36 % had stage 3 CKD;  63.64 % had stage 4 CKD. All the study subjects have their ECG 

which did not have any QTc prolongation. (Table 3) 

 

 

Male

75.76%

Female

24.24%



 

30 
 

Table 3: Summery of investigations of the study sample 

Investigations Min Max Mean SD Median Q1 Q3 

Hb      6.50 14.00 9.75 1.62 9.70 8.90 10.35 

WBC 3390.00 15870.00 8120.00 3043.74 7570.00 6220.00 9140.00 

Platelets 1.25 4.69 2.28 0.84 2.31 1.59 2.71 

Serum albumin 1.63 3.50 2.86 0.57 3.08 2.51 3.27 

S. Na 129.00 146.00 138.22 4.43 137.50 136.00 142.00 

S. K 3.41 6.70 5.08 0.82 5.00 4.33 5.57 

Urea 43.00 183.00 82.95 32.56 83.00 55.00 95.00 

Creat 2.75 15.62 8.58 2.73 8.42 7.23 9.62 

 

Treatment Outcomes  

Total 33 completed 2 weeks of the study and they continued to visit the hospital for 

haemodialysis and all the subjects continued the escitalopram oxalate till 12 weeks follow-up. 

The median treatment duration was 84.0 days (interquartile range,83.0 to 87.0 days). The 

median achieved a dose of escitalopram was 20 mg per day.  

Efficacy Outcomes 

The mixed-effects model showed significant effect (P = <0.05 ) in the HDRS, GAF scores . 

The mean change from baseline to 1 month in the HDRS score was 6.94, SD Diff. = 0.79, t-

value = 50.5776, p-value = 0.0001 (p<0.05). The mean change from baseline to 2 months in 

the HDRS score was 8.03, SD Diff. =0.95, t-value = 48.4833, p-value = 0.0001 (p<0.05). The 
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mean change from baseline to study exit in the HDRS score was 9.18, SD Diff. = 0.92, t-

value = 57.5190, p-value = 0.0001 (p<0.05). There was no change from baseline to 1 month 

in the GAF score, SD Diff., t-value and p-value. The mean change from baseline to 2 months 

in the GAF score was -8.48 , SD Diff. = 3.64 , t-value = -13.3866, p-value = 0.0001 (p<0.05). 

The mean change from baseline to study exit in the GAF score was -8.48 , SD Diff. =3.64 , t-

value = -13.3866, p-value = 0.0001 (p<0.05). The mean change from baseline to 1 month in 

the PSQI score was 1.12, SD Diff. = 0.55, t-value = 11.8117, p-value = 0.0001 (p<0.05). The 

mean change from baseline to 2 months in the PSQI score was 3.33 , SD Diff. = 0.96, t-value 

= 20.0001, p-value = 0.0001 (p<0.05). The mean change from baseline to study exit in the 

PSQI score was 4.36, SD Diff. = 0.96, t-value = 26.0476, p-value = 0.0001 (p<0.05). (Table 

4) 
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Table 4: Comparison of baseline, 1 month, 2 months and 3 months treatment times with 

HAM D scores by paired t-test and one-way repeated measures of ANOVA  

Times Mean SD Mean 

Diff. 

SD Diff. t-value p-value Effect 

size 

Baseline 16.45 1.44      

1 month 9.52 0.80 6.94 0.79 50.5776 0.0001* 0.9850 

Baseline 16.45 1.44      

2 months 8.42 0.75 8.03 0.95 48.4833 0.0001*  

Baseline 16.45 1.44      

3 months 7.27 0.76 9.18 0.92 57.5190 0.0001*  

1 month 9.52 0.80      

2 months 8.42 0.75 1.09 0.52 12.0000 0.0001*  

1 month 9.52 0.80      

3 months 7.27 0.76 2.24 0.50 25.6665 0.0001*  

2 months 8.42 0.75      

3 months 7.27 0.76 1.15 0.51 13.0339 0.0001*  

*p<0.0 
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Figure 3: Comparison of baseline, 1 month, 2 months and 3 months treatment times with 

HAM D scores 
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Table 5: Comparison of baseline, 1 month, 2 months and 3 months treatment times with GAF 

scores by paired t-test and one way repeated measures of ANOVA  

Times Mean SD Mean 

Diff. 

SD Diff. t-value p-value Effect 

size 

Baseline 58.18 3.92      

1 month 58.18 3.92 - - - - 0.8480 

Baseline 58.18 3.92      

2 months 66.67 4.79 -8.48 3.64 -13.3866 0.0001*  

Baseline 58.18 3.92      

3 months 66.67 4.79 -8.48 3.64 -13.3866 0.0001*  

1 month 58.18 3.92      

2 months 66.67 4.79 -8.48 3.64 -13.3866 0.0001*  

1 month 58.18 3.92      

3 months 66.67 4.79 -8.48 3.64 -13.3866 0.0001*  

2 months 66.67 4.79      

3 months 66.67 4.79 - - - -  

*p<0.05 
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Figure 4: Comparison of baseline, 1 month, 2 months and 3 months treatment times with 

GAF scores  
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Table 6: Comparison of baseline, 1 month, 2 months and 3 months treatment times with PSQI 

scores by paired t-test and one way repeated measures of ANOVA  

Times Mean SD Mean 

Diff. 

SD Diff. t-value p-value Effect 

size 

Baseline 16.64 1.85      

1 month 15.52 1.84 1.12 0.55 11.8117 0.0001* 0.9240 

Baseline 16.64 1.85      

2 months 13.30 2.42 3.33 0.96 20.0001* 0.0001*  

Baseline 16.64 1.85      

3 months 12.27 2.44 4.36 0.96 26.0476 0.0001*  

1 month 15.52 1.84      

2 months 13.30 2.42 2.21 0.96 13.2318 0.0001*  

1 month 15.52 1.84      

3 months 12.27 2.44 3.24 0.97 19.2178 0.0001*  

2 months 13.30 2.42      

3 months 12.27 2.44 1.03 0.17 34.0000 0.0001*  

*p<0.05 
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Figure 5: Comparison of baseline, 1 month, 2 months and 3 months treatment times with 

PSQI scores 

 

Adverse Events and Tolerability Outcomes  

Adverse effects were reported in 45.45 % of the patient’s receiving escitalopram. Nausea, 

vomiting was reported by 2 patients. 2 patients reported dizziness, 5 reported headache, 6 

patients reported fatigue. No clinical cardiac events, bleeding tendencies or alteration in 

sensorium were not reported in patients receiving Escitalopram during the period of study. 

These adverse effects mostly were observed during the first 2 months, which resolved by the 

end of 3 months in the study sample as reflected by the decreasing total scores in the saftee 

scale. (Table 7) 
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Table7: Comparison of 1 month, 2 months and 3 months treatment times with SAFTEE 

scores by Cochran Q test 

Times Present % 

1 month 7 21.21 

2 months 12 36.36 

3 months 1 3.03 

Q = 14.00000, df = 2, p =0.0009 

 

Figure6: Comparison of 1 month, 2 months and 3 months treatment times with SAFTEE 

scores 
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DISCUSSION 

 

In the current study treatment with Escitalopram improved the depressive symptoms and 

functioning in patients with stage 3 and 4 dialysis-dependent CKD and resulted in minimal 

tolerable adverse effects. The risk of serious adverse events was not seen in patients receiving 

Escitalopram. Previous studies investigating the efficacy of antidepressant medications 

among patients with CKD were performed in dialysis-dependent samples and were limited by 

short treatment durationsand nonstandard criteria for MDD diagnosis (27-34). One trial 

appropriately diagnosed MDD by using a psychiatric interview which included only 14 

patients treated over 8weeks (32) did not show an antidepressant treatment effect.  

All participants in the present study underwent a structured psychiatric evaluation to rule in 

MDD and received an adequate dose and duration of treatment to elicit a clinically 

meaningful effect. The majority of the subjects completed 12 weeks of continuation of 

medication for depressive disorder.In addition to investigating the efficacy of a commonly 

prescribed SSRI among patients with CKD, this study assessed adverse events and 

tolerability.  

Of the 33 participants, 36.36 % had stage 3 CKD; 63.64 % had stage 4 CKD.  24.24% were 

females and 75.76% were males. The mean age of the study sample was 48.94±9.22 years. 

The distribution of these variables in previous studies could be generalizable to all the age 

groups. Previous studies have evaluated the safety of antidepressants in the ESRD population. 

We did not include ESRD patients due to the probability of increased mortality rate expected 

in that stage. 

Few data exist regarding SSRI safety among patients with CKD because such patients have 

been excluded from large antidepressant medication trials (12,13,39). Patients with advanced 

CKD are at a higher risk for antidepressant adverse events due to the potential accumulation 
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of toxic metabolite effects in the setting of reduced glomerular filtration rate; increased risk 

of drug-drug interactions; cardiac sequelae (QTc-interval prolongation and orthostatic 

hypotension); and increased bleeding from SSRI induced decreased platelet aggregability, 

which is particularly problematic among patients with advanced CKD.  

To date, there has been only one completed RCT of antidepressant medication in CKD 

(Blumenfield et al., 1997) (146).  This was a small trial of 14 chronic haemodialysis patients 

with major depression. A statistically significant improvement in depression was found after 

4 weeks amongst those given fluoxetine; however, this was not sustained at 8 weeks. Further 

concerns include an increased risk of drug interactions (monoamine oxidase inhibitors, 

tricyclics and selective serotonin reuptake inhibitors (SSRIs) (Cohen et al., 2004; Hedayati 

and Finkelstein, 2009)(152, 151), anticholinergic effects, including urinary retention 

(tricyclics) (Cohen et al., 2004; Hedayati and Finkelstein, 2009)(152,151), QTc prolongation 

(tricyclics) (Cohen et al., 2004; Hedayati and Finkelstein, 2009), (152,151) accumulation of 

toxic metabolites (venlafaxine and bupropion) (Cohen et al., 2004)(152) andincreased risk of 

bleeding (SSRIs).  

Patients on chronic HD consume a median of 19 medications daily (164). Hence, 

polypharmacy may explain patients’ reluctance to receive pharmacologic antidepressant 

therapy. S. Susan Hedayati et al (17) found that there was no significant between-group 

difference in change in patient-reported overall health on the Kidney Disease Quality of Life 

Survey (median score, 0 in the sertraline group vs 0 in the placebo group; between-group 

difference, 0 [95% CI, −10.0 to 0]; P = .61).  

The mean change from baseline to study exit in the HDRS score was 9.18, SD Diff. = 0.92, t-

value = 57.5190, p-value = 0.0001 (p<0.05).The mean change from baseline to study exit in 

the GAF score was -8.48 , SD Diff. =3.64 , t-value = -13.3866, p-value = 0.0001 

(p<0.05).The mean change from baseline to study exit in the PSQI score was 4.36, SD Diff. = 
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0.96, t-value = 26.0476, p-value = 0.0001 (p<0.05), each of which were significant (p<0.05). 

This indicated significant reduction in depressive symptoms, improvement in social, 

occupational, psychological functioning and quality of sleep respectively in patients who 

received Escitalopram.  

Nausea or vomiting occurred more frequently in the sertraline vs placebo group (22.7% vs 

10.4%, respectively; between-group difference, 12.3% [95% CI, 1.9% to 22.6%], P = .03), as 

well as diarrhoea (13.4% vs 3.1%; between-group difference, 10.3% [95% CI, 2.7% to 

17.9%], P = .02). Among patients with non-dialysisdependent CKD and MDD, treatment 

with sertraline compared with placebo for 12 weeks did not significantly improve depressive 

symptoms.  

Escitalopram was chosen because it is primarily metabolized by the liver. Its active 

metabolite S-dimethylcitalopram is further metabolized to an inactive form before renal 

excretion (15). 

Of the 33 participants, 36.36 % had stage 3 CKD; 63.64 % had stage 4 CKD.  The median 

achieved escitalopram dose was 20 mg/d. There was a significant change in the mean values 

from baseline to study exit in the HDRS, PSQI, GAF scale scores. Minimum tolerable side 

effects were noted such as nausea, vomiting, headache, fatigue. Life-threatening adverse 

events were not reported in patients receiving escitalopram.  There was no significant change 

in the mean values of blood parameters after 12 weeks of treatment with escitalopram. 

Strengths of the study: 

The current study used MINI structured interviews for identifying comorbid psychiatric 

disorders. Subjects were assessed during the baseline followed by up for 12 weeks with each 

follow-up every 4 weeks. The study had 12 weeks to evaluate for response to Escitalopram, 

unlike earlier studies which have short periods of follow-up.   
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Limitations of the study: 

This study has several limitations. The current study has a small sample size and there is a 

lack of control groups in the present study. As the sampling was convenient sampling with no 

randomisation, the generalisability of the study is limited. The follow-up blood investigations 

and ECG was not included in the study.  

CONCLUSION  

The majority of subjects with depressivedisorder with comorbid CKD on haemodialysis 

responded to escitalopram in the current study with minimum tolerable side effects.  More 

prospective studies with a larger sample size and better methodology including a control 

group with randomisation are needed to assess the efficacy of escitalopram in patients having 

depression. 
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SUMMARY 

A short-term outcome study was conducted to determine the efficacy and tolerability of 

escitalopram in patients with depressive disorder undergoing haemodialysis. Clearance from 

the Institutional Ethical Committee, SDM College of Medical Sciences and Hospital was 

obtained before conducting the study. Among 65 subjects diagnosed with depression who 

were referred to the psychiatry department at SDM Medical Hospital, 36 were included in the 

study, 3 patients exited the study before the introduction of the drug. Hence 33 patients were 

included in the analysis. Participants were interviewed and assessed for any psychiatric co-

morbidities. The following scales were used to collect the data. The subjects were initiated 

with Escitalopram 5mg up 20mg over 4 weeks and were followed up till 12 weeks at 4, 8 and 

12 weeks, with the baseline assessment using the scales; 

• International Classification of Disorders 10th edition by WHO 

• MINI - 6 

• Hindi Mental Status Examination (HMSE) 

• Hamilton Depression Rating Scale (HDRS) 

• Global Assessment of Functioning Scale (GAF) 

• Systematic Assessment for Treatment Emergent Events (SAFTEE SCALE) 

• Pittsburgh    Sleep   Quality    Index (PSQI) 

In our study, the mean age of the participants was 48.94±9.22 years (Mean±SD). There were 

25 males and 8 females in the study. The Mean HDRS score was 16.45 at the baseline, 9.52 

at 1 month, 8.42 at 2 months, 7.27 at 3 months. All 33 patients had the first episode of 

depression. We found that significantly higher response was seen in these populations in 

HDRS scores at the end of 4, 8, 12 weeks. We found a statistically significant relationship 

between the introduction of Escitalopram and improvement in scores in the PSQI scale, GAF 
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scale with p-value = 0.0001 (p<0.05) at 4,8,12 weeks. The SAFTEE scale scores reduce with 

continued use indicating the majority of patients had transient and tolerable adverse effects. 

In conclusion, the study found a significant efficacy with minimum tolerable side effects in 

patients with depression undergoing dialysis after initiating Escitalopram. In future, more 

prospective long term intervention studies are needed with larger samplesize and 

methodology to assess the long-term efficacy and tolerability of Escitalopram. 
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                                                 ANNEXURE -III 

Sociodemographic and Investigation Proforma 

 

CASE NO.: S____ D____                                        PSYCHIATRY FILE NO.: 

OP NO.:                                                                    IP NO.: 

NAME:                                                                     AGE:                                                 

SEX: M/F      

 

MARITAL STATUS: Single/ Married/ separated/ divorced / Widow(er)                                        

RELIGION: Hindu/ Muslim/ Christian/others________. 

EDUCATION: Illiterate / upto 9th/ SSLC/PUC/UG/Graduate/PG/others________. 

OCCUPATION: Unemployed/ Agriculture/Coolie / Self-employed/ Professional 

/others____________. 

TYPE OF FAMILY: Joint/ Nuclear 

NO. OF PERSONS IN FAMILY: TOTAL:__________     ADULTS:___________   

CHILDREN:__________. 

PERCAPITA INCOME (Total income/No. of people): Rs.___________  

SES: BPL/APL                            Informants-                          mobile no: 

ADDRESS & CONTACT No/ PLACE: RURAL/URBAN        

 

Diet -    Veg     Non veg once a wk.  Non veg > once a wk 

Type of diabetes- I/II                         Duration of diabetes-                           Family h/o DM-

Yes/No       

Hypertension- yes/no    



 

84 
 

H/O CHD - yes/no               H/O Stroke - yes/no                       H/O smoking – 

yes/no                                                                                                                                                                

H/O Neuropathy – yes/no H/O Dialysis- yes/no  

H/O peripheral vascular disease – yes/no      H/O depressive disorder- yes/no 

Duration of dialysis- 

Height –                                                                    Weight- 

BMI – wt in kg/(height in m)2 

 

General physical examination- 

 

Pulse:  BP:  Temperature:  Pallor-   Icterus: 

 

Clubbing:          Edema:        Tremors:     

 

 

Level of Consciousness-                             Orientation- 

 

 

Systemic examination 

 

Respiratory system: 

 

Cardiovascular system: 

 

Per abdomen: 
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Central nervous system (describe in detail): 

 

 

Mental status Examination:  

 

General behavior: 

 

Speech: 

 

Thought: 

 

Mood: 

 

Perception: 

 

Attention and concentration: 

 

Orientation: 

 

Memory: 

 

Intelligence: 

 

Judgment: 

 

Insight: 
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Investigations: 

 

Hemoglobin:     Peripheral smear:  

Total WBC counts:     Differential WBC counts: 

Platelet count:  

Serum albumin:    Prothrombin time:  

Serum sodium:    Serum potassium:  

Urea:       Creatinine:  

Electrocardiogram:   

Ultrasonography abdomen: 

Neuroimaging (if done): 

FINAL DIAGNOSIS: 
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ANNEXURE-IV 

Consent Form 

 

Title of the Study 

EFFICACY AND  TOLERABILITY  OF  ESCITALOPRAM    IN   PATIENTS  

WITH  CHRONIC KIDNEY   DISEASE   UNDERGOING  HEMODIALYSIS   

HAVING  DEPRESSIVE  DISORDER   

 

Information to be given to the participants 

 

You have been diagnosed to have Chronic Kidney Disease and you have been going through 

Hemodialysis for the same. You also have been advised to take antidepressant medication 

escitalopram for you mood difficulties. Antidepressants have shown to be effective in 

patients with Chronic Kidney Disease having Depressive Disorder. Treatment of depression 

in patients with Chronic  Kidney  Disease is likely to improve  depression and enhance 

quality of life, but and may also be a means of increasing length of life. The purpose of this 

research study is to evaluate the tolerability and efficacy of Escitalopram in your condition. 

This study involves participating in an interview with the research collaborator. Your contact 

number will be taken for the purpose of study and will be called for regular follow up visits. 

 

Undertaking by the investigator 

Your consent to participate in the above study is sought. The information you give us will 

remain confidential and will be discussed with the supervisor of this study. However, if we 

think any information needs to be shared with your clinical team in order to benefit your 

treatment and in case there is risk to you, this will be shared with them after informing you. 

The data will not identify you in any way. You have the right to refuse consent or withdraw 

from the study at any point without giving any reason.  In such an event, you will still receive 

best possible treatment, without any prejudice.  If you have any doubts about the study, 

please feel free to clarify the same.  You are free to contact the investigator for any further 

clarification or assistance if you so desire. The list of investigators and their phone numbers is 

given below: 1) Dr Bhavyashree  Laxman Naik, Post Graduate, Dept of Psychiatry, SDM 

Medical College, Sattur, Dharwad. Tel :(0836)2477890; 2) Dr GirishBabu N, Associate 

Professor, Dept of Psychiatry, SDM Medical College, Sattur, Dharwad. . Tel: (0836)2477890 
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Consent 

I have been informed about the procedures of the study in my own language……………  . I 

have understood that I have the right to refuse my consent or withdraw it any time during the 

study without adversely affecting my treatment.  I have been provided ample time to ask 

questions and I have been clarified to my satisfaction. I am also aware that by subjecting to 

this study, I will have to give more time for assessments by the doctor and that these 

assessments do not interfere with the benefits. I have been explained the contents of the 

informed consent in a language understandable to me and I am signing this document on my 

own. I,……………………………..the undersigned, give my consent to be a participant of 

this study.  

 

 

SIGNATURE OF PATIENT:                                        SIGNATURE OF WITNESS: 

NAME:                                                                           NAME: 

ADDRESS AND PHONE NUMBER:                        

 

Relative’s consent (in the event the patient cannot comprehend and consent) 

 

I (Name)…………………………..………… (Relative) of (Patient)..……………………. 

have been informed about the procedures of the study.  I have understood that I have the right 

to refuse the consent or withdraw it any time during the study without adversely affecting my 

ward’s treatment.  I have been provided ample time to ask questions and I have been clarified 

to my satisfaction I,……………………………. the undersigned, give my consent to be a 

participant of this study. 

 

SIGNATURE/ THUMB IMPRESSION: 

NAME OF RELATIVE:                                            

ADDRESS & PHONE NO: 
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SIGNATURE OF THE DOCTOR:                                          PLACE: 

NAME:                                                                                    DATE:                                                                       

DESIGNATION: 
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   ¸ÀªÀÄäw ¥ÀvÀæ 

ಶೀರ್ಷಿಕೆ: 

ಖಿನ್ನ ತೆಯನ್ನನ ಳಗೊ೦ಡ  ದೀರ್ಘಕಾಲದ ಮೂತ್ರ ಪಿ೦ಡಖಾಯಿಲೆ  

ರೀಗಿಗಳಲಿ್ಲ   ಎಸಿಟಲೀಪ್ರರ ಮ  ಮಾತೆರ ಯ  ಪರಿಣಾಮಕಾರಿತ್ವ   ಮತ್ತು   

ಸಾಮರ್್ಥ ಘದ  ಅಧ್್ ಯನ್ 

 

 

 

 

ಈ  ಅಧ್ಯ ಯವು  ದೀರ್ಿಕಾಲದ  ಮೂತ್ರ ಪಿ೦ಡಖಾಯಿಲೆ  ಮತ್ತು   ಖಿನ್ನ ತೆಯ  ನ್ಡುವಿನ್  

ಸಂಬಂಧ್ದ  ಬಗೆ್ಗ   ಮಾಹಿತಿ ಪಡೆದುಕೊಳ್ಳು ತೆು ೀವೆ. ಕೊನೆಯ  ಹ೦ತ್ದ  

ಮೂತ್ರ ಪಿ೦ಡಖಾಯಿಲೆ  ರೀಗಿಗಳಲಿ್ಲ   ಖಿನ್ನ ತೆಯನ್ನನ  ಮೌಲಯ ಮಾಪನ್  ಮಾಡುವುದು  

ಮತ್ತು    ಎಸಿಟಲೀಪ್ರರ  ಮ  ಮಾತೆರ ಯ ಅಧ್ಯ ಯನ್  ಮಾಡುವುದು  ಈ  ಸಂಶೀಧ್ನೆಯ  

ಉದ್ದ ೀಶ. ನೀವು  ಆಸ್ಪ ತೆರ ಯಲಿ್ಲ   ಭತಿಿಯಾದಾಗ  ಅಥವಾ  ಚಿಕಿತೆೆ   ಪಡೆಯುವಾಗ  

ನಮಮ ನ್ನನ   ಹಾಗೂ  ರೀಗಿಯನ್ನನ   ಸಂದಶಿಸಿ  ಖಾಯಿಲೆ  ಹಾಗು  ಚಿಕಿತೆೆ   ಬಗೆ್ಗ   ಮಾಹಿತಿ   

ಪಡೆದುಕೊಳ್ಳು ತೆು ೀವೆ. ನೀವು  ಈ   ಅಧ್ಯ ಯನ್ದಲಿ್ಲ   ಪ್ರಲೆೊಂಡರೆ  ರೀಗಿಗ್ಗ  ದೊರಕುವ   

ಮೂಲ  ಸೌಲಭಯ ದಲಿ್ಲ    ಬದಲಾವಣೆ   ಇರುವುದಲಿ . ಈ  ಅಧ್ಯ ಯನ್ದ  ವತಿಯಿೊಂದ  

ರೀಗಿಗ್ಗ  ದೊರಕುವ  ಔಷಧಿಯನ್ನನ   ೩ ತಿ೦ಗಳ  ಅವಧಿಯಲಿ್ಲ   ಅನ್ನಸ್ರಿಸ್ಲಾಗುತ್ು ದ್. 

 

¥Àj±ÉÆzsÀPÀgÀ   ªÁUÁÞ£À 

¤ÃªÀÅ   CzsÀå0iÀÄ£ÀzÀ°è   ¥Á¯ÉÆÎ½îgÉAzÀÄ   ¤ªÀÄä   ¸ÀªÀÄäw0iÀÄ£ÀÄß    PÉÆÃgÀ¯ÁVzÉ.   

¤ªÀÄ  ä J¯Áè   ªÀiÁ»w0iÀÄ£ÀÄß   ¤ªÀÄä    ªÉÊzÀågÀ£ÀÄß   ºÉÆgÀvÀÄ  PÀlÄÖ¤mÁÖV   

UÀÄ¥ÀÛªÁVqÀ¯ÁUÀÄvÀÛzÉ.   0iÀiÁªÀÅzÉÃ    PÁgÀtªÀ£ÀÄß   ¤ÃqÀzÉ   ¤ªÀÄä   
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¸ÀªÀÄäw0iÀÄ£ÀÄß    ¤gÁPÀj¸ÀÄª  À   CxÀªÀ   CzsÀå0iÀÄ£À¢Az  À  ºÉÆgÀ §gÀÄªÀ    C¢üPÁgÀ   

¤ªÀÄVzÉ.   F CzsÀå0iÀÄ£ÀzÀ    ¥sóÀ°vÁA±ÀªÀ£ÀÄß    ¥ÀæPÀluÉ     CxÀªÀ   ¥ÀjµÀwÛ£À°è    

¥Àæw¥Á¢¸À¯ÁUÀÄªÀÅzÀÄ.   DzÀgÉ   CAvÀºÀ ¤ªÉÃzÀ£É    ¥ÀæPÀluÉ0iÀÄ°è   ¤ªÀÄä   

ªÀåQÛvÀéªÀ£ÀÄß   C©üªÀåPÀÛ UÉÆ½¸À¯ÁUÀÄªÀÅ¢®è.   CzsÀå0iÀÄ£ÀªÀ£ÀÄ ß   PÀÄjvÀÄ   

¤ªÀÄU É 0iÀiÁªÀÅzÉÃ   ±ÀAPÉ   EzÀÝgÉ »Adj0iÀÄzÉ    PÉ¼ÀV£ÀªÀgÉÆA¢UÉ    ¥ÀjºÀj¹PÉÆ½î:   

ಡಾ.ಭವಯ ಶರ ೀ,    ¸ÁßvÀPÉÆÃvÀÛgÀ «zÁåyð¤ ,   ªÀÄ£ÉÆÃªÉÊzÀå «¨sÁUÀ,   J¸ï. r. JªÀiï. 

zÀÆgÀªÁtÂ ¸ÀASÉå: 08362477890 

 

 

 

 

 

¸ÀªÀÄäw: 

 

£Á£ÀÄ F   ¸ÀªÀÄäw    ¥ÀvÀæªÀ£ÀÄß     N¢gÀÄªÀÅzÁV   ªÀÄvÀÄÛ    CzsÀå0iÀÄ£ÀzÀ    

«ªÀgÀUÀ¼À£ÀÆß   «ªÀj¸À®VzÉ.   £À£Àß   C£ÀÄªÀiÁ£ÀUÀ¼À£ÀÄß   §UÉºÀj¹PÉÆ¼Àî®Ä 

¸ÁPÀµÀÄÖ  ಸ್ಮಯಾವಕಾಶ  ¤ÃqÀ¯ÁVzÉ   ªÀÄvÀÄÛ   ¸ÀAzÉÃ±ÀUÀ¼À£ÀÄß  £À£ÀUÉ  

¸ÀªÀiÁzsÁ£ÀªÁUÀÄªÀ   jÃw0iÀÄ°è   ¥ÀjºÀj¸À¯ÁVzÉ.   £Á£ÀÄ   F CzsÀå0iÀÄ£ÀzÀ°è   

¨sÁUÀªÀ»¸À®Ä   £À£Àß   ¸ÀªÀÄäw0iÀÄ£ÀÄß   ¤ÃrzÉÝÃ£É. 
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ºÉ¸ÀgÀÄ                  

¸À» 

ಈ  ಅಧ್ಯ ಯನ್ದಲಿ್ಲ   ಪ್ರಲೆಳು ಲು  ನ್ನ್ನ   ಒಪಿಪ ಗ್ಗಯನ್ನನ   ನಾನ್ನ  ನೀಡುತೆು ೀನೆ 

«¼Á¸À               

¸ÀÜ¼À 

zÀÆgÀªÁtÂ ¸ÀASÉ  

 

¢£ÁAPÀ 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 



 

93 
 

                                                               ANNEXURE-V 

 

 

Global Assessment of Functioning (GAF) Scale(From DSM-IV-TR, p. 34.) 

Consider psychological, social, and occupational functioning on a hypothetical continuum of 

mental health-illness. Do not include impairment in functioning due to physical (or 

environmental) limitations 

Code (Note: Use intermediate codes when appropriate, e.g., 45, 68,72.) 

100-91-Superior functioning in a wide range of activities, life’s problems never seem 

to get out of hand, is sought out by others because of his or her many positive 

qualities. No symptoms. 

90-81    -Absent or minimal symptoms (e.g., mild anxiety before an exam), good 

functioning in all areas, interested and involved in a wide range of activities. 

socially effective, generally satisfied with life, no more than everyday problems or 

concerns (e.g. an occasional argument with family members). 

80-71-If symptoms are present, they are transient and expectable reactions to 

psychosocial stressors (e.g., difficulty concentrating after family argument); no more 

than slight impairment in social, occupational or school functioning (e.g., 

temporarily failing behind in schoolwork). 

70-61    -Some mild symptoms (e.g. depressed mood and mild insomnia) 

OR some difficulty in social, occupational, or school functioning (e.g., occasional 

truancy, or theft within the household), but generally functioning pretty well, has 

some meaningful interpersonal relationships. 

60-51   -Moderate symptoms (e.g., flat affect and circumstantial speech, occasional 

panic     

attacks) OR moderate difficulty in social, occupational, or school functioning 

(e.g.. few friends, conflicts with peers or co-workers). 

50-41   Serious symptoms (e.g.. suicidal ideation, severe obsessional rituals, frequent 

shoplifting) 

OR any serious impairment in social, occupational, or school functioning (e.g., 

no friends, unable to keep a job). 

40-31       Some impairment in reality testing or communication (e.g., speech is 

at times illogical, obscure, or irrelevant) 
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OR major impairment in several areas, such as work or school, family relations, 

judgment, thinking, or mood (e.g., depressed man avoids friends, neglects family, and 

is unable to work; child frequently beats up younger children, is defiant at home, and is 

failing at school). 

30-21Behavior is considerably influenced by delusions or hallucinations 

OR serious impairment in communication or judgment (e.g., sometimes 

incoherent, acts grossly inappropriately, suicidal preoccupation) 

OR inability to function in almost all areas (e.g., stays in bed all day; no job, home, 

or friends). 

20-11      Some danger of hurting self or others (e.g., suicide attempts 

without clear expectation of death; frequently violent; manic excitement) 

OR occasionally fails to maintain minimal personal hygiene (e.g., smears feces) 

OR gross impairment in communication (e.g., largely incoherent or mute). 

10-1  Persistent danger of severely hurting self or others (e.g., recurrent violence) 

OR persistent inability to maintain minimal personal hygiene OR 

serious suicidal act with clear expectation of death. 

0-Inadequateinformation. 
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HAMILTON   DEPRESSION    RATING   SCALE   (HAM-D) 

PatientName  Today’sDate  

The HAM-

Disdesignedtoratetheseverityofdepressioninpatients.Althoughitcontains21areas,calculatethepa

tient’sscoreon thefirst17answers. 

1. DEPRESSEDMOOD 

(Gloomy  attitude,  pessimism  about the future, feeling  of  sadness, tendency  to  

weep) 

0 = Absent 

1 = Sadness, etc. 

2 = Occasional weeping 3 = Frequent weeping 

4 = Extreme symptoms  

2. FEELINGS OFGUILT 

0 = Absent 

1 = Self-reproach, feels he/she has let people down 

2 = Ideas of guilt 

3 = Present illness is a punishment; delusions of guilt 

4 = Hallucinations of guilt 

3. SUICIDE 

0 = Absent 

1 = Feels life is not worth living 2 = Wishes he/she were dead 

3 = Suicidal ideas or gestures 4 = Attempts at suicide 

4. INSOMNIA - Initial(Difficulty in falling  asleep)  

0 =Absent 

1 = Occasional 

2 = Frequent 

5. INSOMNIA -Middle  

(Complains of  being 

restless and disturbed 

during the  night. Waking 

during the night.) 

0 = Absent 

                  1=Occasional 

2 = Frequent 

 

6. INSOMNIA -Delayed 

(Waking in early hours of the morning and unable to fall asleep again) 

0 = Absent 

1 = Occasional 

2 = Frequent 

 

7.WORK ANDINTERESTS 
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0 = No difficulty 

1 = Feelings of incapacity, listlessness, indecision  and vacillation 

2 = Loss of interest in hobbies, decreased social activities 

3 = Productivity decreased 

4 = Unable to work. Stopped working because of present illness only.(Absence 

from work after treatment or recovery may rate a lower score). 

 

7. RETARDATION 

(Slowness  of  thought, speech, and activity; apathy; stupor.) 

0 = Absent 

1 = Slight retardation at interview 

2 = Obvious retardation at interview  

3 = Interview difficult 

4 = Complete stupor 

8. AGITATION 

(Restlessness associated with anxiety.) 0 = Absent 

1 = Occasional 

2 = Frequent 

           10.ANXIETY -PSYCHIC 

0 = No difficulty 

1 = Tension and irritability 

2 = Worrying about minor matters 

   3= Apprehensive attitude 

4 = Fears 

10. ANXIETY –SOMATIC- Gastrointestinal, indigestion ,Cardiovascular, 

palpitation, Headaches,  Respiratory,   Genitourinary,etc. 

0 = Absent 

1 = Mild 

2 = Moderate 

3 = Severe 

4 = Incapacitating 

 

10. SOMATIC SYMPTOMS - GASTROINTESTINAL 

(Loss  of  appetite,  heavy  feeling  in  abdomen; constipation) 

0 = Absent 

1 = Mild 

2 = Severe 

11. SOMATIC SYMPTOMS - GENERAL(Heaviness  in  limbs,  back  or  head;  

diffuse  backache; loss of energy and  fatiguability) 0 =Absent 

1 = Mild 

2 = Severe 

12. GENITALSYMPTOMS 

(Loss of libido, menstrual disturbances) 0 = Absent 

1 = Mild 

2 = Severe 

13. HYPOCHONDRIASIS 

0 = Not present 

1 = Self-absorption (bodily)  
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2 = Preoccupation with health  

3 = Querulous attitude 

4 = Hypochondriacal delusions 

16. WEIGHT LOSS 

       0 = No weight loss  

       1 =Slight 

 2 = Obvious or severe 

17. INSIGHT 

(Insight must be interpreted in terms of patient’s understanding and background.) 

0 = No loss 

1 = Partial or doubtful  loss 

2 = Loss of insight 

 

18. DIURNALVARIATION 

(Symptoms  worse  in  morning or  evening. Note which it is.) 

0 = No variation 

1 = Mild variation; AM  (   )  PM  (   )  

2 = Severe variation; AM ( ) PM () 

19. DEPERSONALIZATION AND DEREALIZATION 

(feelings of  unreality, nihilistic ideas) 0 = Absent 

1 = Mild 

2 = Moderate 

3 = Severe 

4 = Incapacitating 

20. PARANOID SYMPTOMS(Not with a depressive  quality) 0 =None 

1 = Suspicious 

2 = Ideas of reference 

5 = Delusions of reference and persecution  

6 = Hallucinations, persecutory 

21. OBSESSIONAL SYMPTOMS 

(Obsessive thoughts and compulsions against which the patient struggles) 

0 = Absent 

1 = Mild 

2 = Severe 

 

 

TOTAL ITEMS 1 TO17:  
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0 - 7 = Normal 

8 - 13 = Mild Depression 

14-18 = Moderate Depression  

19 - 22 = Severe Depression 

> 23 = Very Severe Depression 

 

 

 

 

MINI   INTERNATIONAL  NEUROPSYCHIATRIC INTERVIEW 

 

English Version 6.0.2 

Patient Name:   Patient Number:   
Date of Birth:   Time Interview 

Began: 

  

Interviewer’s Name:   Time Interview 

Ended: 

  

Date of Interview:  Total Time:  

 

 

MEETS 

MODULES TIMEFRAME CRITERIA DSM-IV
 ICD-10 

 

A MAJOR DEPRESSIVEEPISODE Current (2 

weeks) 

Recurrent 

 296.20-

296.26Single 

 296.30-

296.36Recurrent 

F32

.x 

F33

.x 

❒ 

❒ 

MDE WITH MELANCHOLIC 

FEATURES 

Optional 

Current (2 weeks)  296.20-

296.26Single 

296.30-296.36 

Recurrent 

F32

.x 

F33

.x 

❒ 

❒ 

B DYSTHYMIA Current (Past 2 

years) 
 300.4 F34.1 ❒ 

C SUICIDALITY Current (Past 
Month) 

  ❒ 

Risk:  Low   
Medium   High 
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D MANICEPISODE 

 
HYPOMANIC EPISODE 

Curre

nt 

Past 
Current 

 

 
 

296.00-296.06 

 
296.80-296.89 

F30.x-F31.9

 ❒ 

F31.8-

F31.9/F34.0❒ 

 Past    

E PANIC DISORDER Current (Past 

Month) 

Lifetime 

 

 

 

 

300.01/300.21 
F40.01-F41.0

 ❒ 

F AGORAPHOBIA Current  300.22 F40.00 ❒ 

G SOCIAL PHOBIA (Social 

AnxietyDisorder) 

Current (Past 

Month) 
 300.23 F40.1 ❒ 

H OBSESSIVE-

COMPULSIVEDISORDER 

Current (Past 

Month) 
 300.3 F42.8 ❒ 

I POSTTRAUMATIC 

STRESSDISORDER 

Current (Past 

Month) 
 309.81 F43.1 ❒ 

J ALCOHOLDEPENDENCE Past 12 Months  
 

303.9 F10.2x ❒ 

ALCOHOL ABUSE Past 12 Months  305.00 F10.1 ❒ 

K SUBSTANCE 
DEPENDENCE(Non-alcohol) 

Past 12 Months  
 

304.00-
.90/305.20-.90 

F11.1-F19.1

 ❒ 

SUBSTANCE ABUSE (Non-

alcohol) 

Past 12 Months  304.00-

.90/305.20-.90 

F11.1-F19.1

 ❒ 

L PSYCHOTICDISORDERS Lifetime  
 

295.10-
295.90/297.1/ 

F20.xx-F29 ❒ 

 Current  297.3/293.81/2
93.82/  

   293.89/298.8/2
98.9  

MOOD DISORDER WITH 
PSYCHOTIC FEATURES 

Lifetime  296.24/296.34/
296.44 

F32.3/F33.3/ ❒ 

 Current  296.24/296.34/

296.44 

F30.2/F31.2/
F31.5 
F31.8/F31.9/F
39 ❒ 

M ANOREXIANERVOSA Current (Past 3 

Months) 
 307.1 F50.0 ❒ 

N BULIMIANERVOSA Current (Past 3 

Months) 
 307.51 F50.2 ❒ 

 

ANOREXIA NERVOSA, BINGE 

EATING/PURGING TYPE 

Current  307.1 F50.0 ❒ 
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O GENERALIZEDANXIETYDISORDER Current (Past6Months)  300.02 F41.1 ❒ 

P ANTISOCIALPERSONALITYDISORDER Lifetime  301.7 F60.2 ❒ 
Optional 

 

Which problem troubles you the most?  Indicate your response by checking the 

appropriate checkbox(es).  

 

 

 

GENERAL INSTRUCTIONS 

 

 

The M.I.N.I. was designed as a brief structured interview for the major Axis I psychiatric 
disorders in DSM-IV and ICD-10. Validation and reliability studies have been done 
comparing the M.I.N.I. to the SCID-P for DSM-III-R and the CIDI (a structured 
interview  developed  by  the  World Health Organization  for lay  interviewers  for ICD-
10). The results of the  studies show that the 

M.I.N.I.has acceptably high  validation  and reliability  scores ,but can be administered in a 
much shorter period   of  time(mean18.7± 

11.6 minutes, median 15 minutes) than the above referenced instruments. It can be used 
by clinicians, after a brief training session. Lay interviewers require more extensive  
training. 

 

INTERVIEW: 
In order to keep the interview as brief as possible, inform the patient that you will 
conduct a clinical interview that is more structured than usual, with very precise 
questions about psychological problems which require a yes or no answer. 

 

GENERAL FORMAT: 
The M.I.N.I. is divided into modules identified by letters, each corresponding to a 
diagnostic category. 

•At the beginning of each diagnostic module (except for psychotic disorders 

module), screening question(s) corresponding to the main criteria of the disorder 

are presented in a gray box. 

•At the end of each module, diagnostic box(es) permit the clinician to indicate 
whether diagnostic criteria are met. 
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CONVENTIONS: 

Sentences written in « normal font » should be read exactly as written to the patient 
in order to standardize the assessment of diagnostic criteria. 

 

Sentences written in « CAPITALS » should not be read to the patient. They are 
instructions for the interviewer to assist in the scoring of the diagnostic algorithms. 

 

Sentences written in « bold » indicate the time frame being investigated. The 
interviewer should read them as often as necessary. Only symptoms occurring 
during the time frame indicated should be considered in scoring the responses. 

 

Answers with an arrow above them ({) indicate that one of the criteria 
necessary for the diagnosis(es) is not met. In this case, the interviewer should go 
to the end of the module, circle « NO » in all the diagnostic boxes and move to the 
next module. 

 

When terms are separated by a slash (/) the interviewer should read only those 
symptoms known to be present in the patient (for example, question H6). 

 

Phrases in (parentheses) are clinical examples of the symptom. These may be read 

to the patient to clarify the question. 

 

RATING INSTRUCTIONS: 

 

All questions must be rated. The rating is done at the right of each question by 
circling either Yes or No. Clinical judgment  by the rater should be used in coding 
the responses. The rater should ask for examples when necessary, to ensure 
accurate coding. The patient should be encouraged to ask for clarification on any 
question that is not absolutely clear. 

 

The clinician should be sure that each dimension of the question is taken into 
account by the patient (for example, time  frame, frequency, severity, and/or  
alternatives). 

Symptoms better accounted for by an organic cause or by the use of alcohol or drugs 
should not be coded positive in the 

 The M.I.N.I. Plus has questions that investigate these issues. 

 

 

A. MAJOR DEPRESSIVEEPISODE 
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({MEANS: GO TO THE DIAGNOSTIC BOXES,CIRCLENO IN ALL 

DIAGNOSTIC BOXES,AND MOVE TO THE NEXT MODULE) 

 

A1 Have you been consistently depressed or down, most of the day, nearly NO YES 

 every day, for the past two weeks?   

A2 In the past two weeks, have you been much less interested in 
most things or much less able to enjoy the things you used to 
enjoy most of the time? 

NO 

{ 

YES 

 IS A1 OR A2 CODED YES? NO YES 

 

A3 

 

Over the past two weeks, when you felt depressed or uninterested: 

  

 
a Was your appetite decreased or increased nearly every day? Did 

your weight decrease or increase without trying intentionally 

(i.e., by ±5% of body weight or ±8 lbs. or ±3.5 kgs., for a 160 
lb./70 kg. person in a month)? 
IF YES TO EITHER, CODE YES. 

NO YES * 

 b Did you have trouble sleeping nearly every night (difficulty falling 
asleep, waking up in the middle of the night, early morning wakening 
or sleeping excessively)? 

NO YES 

 
c Did you talk or move more slowly than normal or were you 

fidgety, restless or having trouble sitting still almost every 

day? 

NO YES * 

 d Did you feel tired or without energy almost every day? NO YES 

 e Did you feel worthless or guilty almost every day? NO YES 

 f Did you have difficulty concentrating or making decisions almost everyday? NO YES 

 g Did you repeatedly consider hurting yourself, feel suicidal, or wish that you 
were dead? 

NO YES 

 

 

 

ARE 5 OR MORE ANSWERS (A1-A3) CODED YES? 

 

 

 

 

IF  PATIENT  HAS  CURRENT  MAJOR  
DEPRESSIVE EPISODE  CONTINUE  TO  
A4, OTHERWISE  MOVE TO MODULE 
B: 

{ 

MAJOR DEPRESSIVE 
EPISODE, CURRENT 

YES * NO 
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A4 a    During your lifetime, did you have other episodes of two weeks or 
more when you felt  

NO/ YES  

depressed or uninterested in most things, and had most of the problems we just 
talked about? 

 

 

b   In between 2 episodes of 
depression, did you ever have an 
interval of at least 2 months, 
without any depression and any 
loss ofinterest? 

 

 

 

 

 

 

* If patient has Major Depressive Episode, Current, use this information in coding 
the corresponding questions on page 5 (A6d, A6e). 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

MAJOR DEPRESSIVE 
EPISODE, RECURRENT 

YES NO 
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MAJOR DEPRESSIVE EPISODE WITH MELANCHOLIC FEATURES (optional) 

({MEANS: GO TO THE DIAGNOSTIC BOX,CIRCLENO,AND MOVE TO THE NEXT MODULE) 

 

IF THE PATIENT CODES POSITIVE FOR A CURRENT MAJOR DEPRESSIVE EPISODE (A3 = YES), 

EXPLORE THE FOLLOWING: 

 

 

A5 

 

a 
 

During the most severe period of the current depressive episode, did you lose 
almost completely your ability to enjoy nearly everything? 

 

NO 

 

YES 

 b During the most severe period of the current depressive 
episode, did you lose your ability to respond to things 
that previously gave you pleasure, or cheered you up? 

NO YES 

  IF NO: When something good happens does it fail to make you feel better, 
even temporarily? 

  

   {  

  IS EITHER A5a OR A5b CODED YES? NO YES 

 

A6 

  

Over the past two week period, when you felt depressed and uninterested: 

  

 a Did you feel depressed in a way that is different from the kind 
of feeling you experience when someone close to you dies? 

NO YES 

 b Did you feel regularly worse in the morning, almost every day? NO YES 

 c Did you wake up at least 2 hours before the usual time of 
awakening and have difficulty getting back to sleep, almost 
every day? 

NO YES 

 d IS A3c CODED YES (PSYCHOMOTOR RETARDATION OR 

AGITATION)? 

NO YES 

 e IS A3a CODED YES FOR ANOREXIA OR WEIGHT LOSS? NO YES 

 f Did you feel excessive guilt or guilt out of proportion to the reality of the 
situation? 

NO YES 

 

 

 

 

ARE 3 OR MORE A6 ANSWERS CODED YES? 
Major Depressive Episode 

with 

Melancholic Features 

YES NO 
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B. DYSTHYMIA 

({MEANS: GO TO THE DIAGNOSTIC BOX,CIRCLENO,AND MOVE TO 

THE NEXT MODULE) 

 

IF PATIENT'S SYMPTOMS CURRENTLY MEET CRITERIA FOR MAJOR 

DEPRESSIVE EPISODE, DO NOT EXPLORE THIS MODULE. 

 

B1 
 

Have you felt sad, low or depressed most of the time for the last two 

years? 

  
NO YES 

 

B2 
 

Was this period interrupted by your feeling OK for two months or more? 
 

N

O 

 
YES 

 

B3  During this period of feeling depressed most of the time: 
    

 a Did your appetite change significantly?  N

O 

YES  

 b Did you have trouble sleeping or sleep excessively?  N

O 

YES  

 c Did you feel tired or without energy?  N

O 

YES  

 d Did you lose your self-confidence?  N

O 

YES  

 e Did you have trouble concentrating or making decisions?  N

O 

YES  

 f Did you feel hopeless?  N
O 

YES  

       

  ARE 2 OR MORE B3 ANSWERS CODED YES?  N
O 

YES  

 

 
B4 

  

 
Did the symptoms of depression cause you significant distress or impair 

 

NO 

  

YES 

 

your ability to function at work, socially, or in some other important 
way? 

DYSTHYMIA 

CURRENT 
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C. SUICIDALITY 
 

 

 

 

C1 

In the past month did you: 
 

Suffer any accident? 

 

NO 

 

YES 

 
Point

s 
0 

 IF NO TO C1, SKIP TO C2; IF YES, ASK C1a,:    
C1a Plan or intend to hurt yourself in that accident either passively or 

actively? 
NO YES 0 

 IF NO TO C1a, SKIP TO C2: IF YES, ASK C1b,:    
C1b Did you intend to die as a result of this accident? NO YES 0 

C2 Think that you would be better off dead or wish you were dead? NO YES 1 

C3 Want to harm yourself or to hurt or to injure yourself? NO YES 2 

C4 Think about suicide? NO YES 6 

 

IF YES, ASK ABOUT THE INTENSITY AND FREQUENCY OF THE SUICIDAL IDEATION: 

 

Frequency Intensity 

 

Can you control these 

impulses and state that 

you will not act on them 

while in this program? 

Only score 8 points if response is NO. NO YES 8 

C5 Have a suicide plan? NO YES 8 

C6 Take any active steps to prepare to injure yourself or to prepare for a suicide attempt 

in which you expected or intended to die? NO YES 9 

C7 Deliberately injure yourself without intending to kill yourself? NO YES 4 

C8 Attempt suicide? NO YES 10 

Hoped to be rescued/survive ❒ 

Expected / intended to die ❒ 

In your lifetime: 

 

C9 Did you ever make a suicide attempt? NO YES 4 

 

 

Mild  

Moderate  

Occasionally  

Often  
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IS AT LEAST 1 OF THE ABOVE (EXCEPT C1) CODED YES? 

 

 

IF YES, ADD THE TOTAL NUMBER OF POINTS FOR THE 
ANSWERS (C1-C9) CHECKED ‘YES’ AND SPECIFY THE 
LEVEL OF SUICIDE RISK AS INDICATED IN THE 
DIAGNOSTIC BOX: 

 

 

MAKE ANY ADDITIONAL COMMENTS ABOUT YOUR 
ASSESSMENT OF THIS PATIENT’S CURRENT AND NEAR 
FUTURE SUICIDE RISK IN THE SPACE BELOW: 

 

NO YES 

 

SUICIDE RISK 
CURRENT 

1-8 points
 Low ❒ 

9-16points  
Moderate ❒ 

> 17 points  High
 ❒ 
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YES IS D1a OR D2a CODED YES? 

YES NO 

 

IF NO, CODE NO TO D2b: IF YES ASK: 

 

YES NO Have you ever been persistently irritable, for several days, so that you 
had arguments or verbal or physical fights, or shouted at people outside 

your family? Have you or others noticed that you have been more 
irritable or over reacted, compared to other people, even in situations 
that you felt were justified? 

D2 a 

YES NO 

IF PATIENT IS PUZZLED OR UNCLEAR ABOUT WHAT YOU MEAN 

BY 'UP' OR 'HIGH' OR ‘HYPER’, CLARIFY AS FOLLOWS: By 'up' or 'high' or ‘hyper’ 

I mean: having elated mood; increased energy; needing less sleep; having rapid 
thoughts; being full of ideas; having an increase in productivity, 

motivation, creativity, or impulsive behavior. 

IF NO, CODE NO TO D1b: IF YES ASK: 

NO YES Have you ever had a period of time when you were feeling 'up' or 'high' or 
‘hyper’ or so full of energy or full of yourself that you got into trouble, or that 

other people thought you were not your usual self? (Do not consider 
times when you were intoxicated on drugs or alcohol.) 

D1 a 

D. (HYPO) MANICEPISODE 

 

({MEANS: GO TO THE DIAGNOSTIC BOXES,CIRCLENO IN ALL DIAGNOSTIC 

BOXES,AND MOVE TO THE NEXT MODULE) 

 

 

D3 IFD1bORD2b=YES:EXPLORE THE CURRENT AND THE MOST SYMPTOMATIC   PAST  

EPISODE, OTHERWISE   IF D1b AND D2b = NO: EXPLORE ONLY THE MOST 

SYMPTOMATIC  PAST  EPISODE 

 

During the times when you felt high, full of energy, or irritable did you: 
Current Episode Past Episode 

 

a Feel that you could do things others couldn't do, or that you were an NO
 YES especially important  person? 
IF YES, ASK FOR EXAMPLES. 

THE EXAMPLES ARE CONSISTENT  WITH A  DELUSIONAL IDEA.
  

❒No ❒Yes 

 

b Need less sleep 

(for example, feel 

rested after only 

a few hours 

sleep)? NO YES 
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NO YES 

 

 

 

NO YES 

 

c Talk too much without stopping, or so fast that people had difficulty NO
YES understanding? 

 

d Have racing thoughts? NO

 YES 

NO YES 

 

NO YES 

 

e Become easily distracted so that any little interruption could distract you? NO YES NO

YES 

 

f Become so active or physically restless that others were worried about you? NO YES NO

 YES 

 

g Want so much to engage in pleasurable activities that you ignored the risks or
 NO
 YES 
consequences (for example, spending sprees, reckless driving, or sexual 
In discretions)? 

NO YES 
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Current Episode 

 

D3 (SUMMARY): ARE 3 OR MORE D3ANSWERS CODEDYES NO YES 

 

Past Episode 

{ 
NO YES 

(OR 4 OR MORE IF D1a IS NO (IN RATING PAST EPISODE) AND 
D1b IS NO (IN RATING CURRENT EPISODE)? 
RULE: ELATION/EXPANSIVENESS REQUIRES ONLY THREE D3 
SYMPTOMS WHILE 

   

IRRITABLE MOOD ALONE REQUIRES 4 OF THE D3 SYMPTOMS.    

VERIFY IF THE SYMPTOMS OCCURRED DURING THE SAME TIME 

PERIOD. 

   

D4 Did these symptoms last at least a week and cause significant problems at 
home,NO 

YES NO YE
S 

at work, socially, or at school, or were you hospitalized for these problems? 
    

 

THE EPISODE EXPLOREDWASA: ❒ ❒ 

HYPOMANIC
 
 MAN
IC EPISODE
 EPIS
ODE 

❒ ❒ 

HYPOMANIC 
MANIC 
EPISODE
 EPIS

ODE 

 

 

 

IS D4 CODED NO? 

 

 

SPECIFY IF THE EPISODE IS CURRENT OR PAST. 

 

 

 

 

 

 

IS D4 CODED YES? 

 

 

SPECIFY IF THE EPISODE IS CURRENT OR PAST. 

 

 

CURRENT 

PAST 

HYPOMANIC EPISODE 

YES NO 

 

 

CURRENT 

PAST 

MANIC EPISODE 

YES NO 
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 E. PANIC DISORDER  

(MEANS: CIRCLENOIN E5,E6AND E7AND  

SKIP TOF1) 

     
E1 a Have you, on more than one occasion, had spells or attacks when 

you suddenly felt anxious, frightened, uncomfortable or uneasy, 
even in situations where most people would not feel that way? 

NO 
 

 

YES 

 b Did the spells surge to a peak within 10 minutes of starting? NO YES 

 

E2 

  

At any time in the past, did any of those spells or attacks come on unexpectedly 

 
 
NO 

 

YES 

  or occur in an unpredictable or unprovoked manner?   

E3  Have you ever had one such attack followed by a month or more of 
persistent concern about having another attack, or worries about the 
consequences of the attack 
or did you make a significant change in your behavior because of the attacks 
(e.g., shopping only with a companion, not wanting to leave your house, 
visiting the emergency 
room repeatedly, or seeing your doctor more frequently because of the 
symptoms? 

NO YES 

E4  During the worst spell that you can remember: 
  

 a Did you have skipping, racing or pounding of your heart? NO YES 

 b Did you have sweating or clammy hands? NO YES 

 c Were you trembling or shaking? NO YES 

 d Did you have shortness of breath or difficulty breathing? NO YES 

 e Did you have a choking sensation or a lump in your throat? NO YES 

 f Did you have chest pain, pressure or discomfort? NO YES 

 g Did you have nausea, stomach problems or sudden diarrhea? NO YES 

 h Did you feel dizzy, unsteady, lightheaded or faint? NO YES 

 i Did things around you feel strange, unreal, detached or 
unfamiliar, or did you feel outside of or detached from part or 
all of your body? 

NO YES 

 j Did you fear that you were losing control or going crazy? NO YES 

 k Did you fear that you were dying? NO YES 

 l Did you have tingling or numbness in parts of your body? NO YES 

 m Did you have hot flushes or chills? NO YES 

E5  ARE BOTH E3, AND 4 OR MORE E4 ANSWERS, CODED YES? 

 

IF YES TO E5, SKIP TO E7. 

NO YES 
PANIC 
DISORD
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ER 

LIFETIM

E 

E6 
 

IF E5 = NO, ARE ANY E4 ANSWERS CODED YES? NO YES 
LIMITED 
SYMPTO
M 
ATTACKS 
LIFETIM
E 

  THEN SKIP TO F1.   

E7  In the past month, did you have such attacks repeatedly (2 or more) 
followed by persistent concern about having another attack? 

NO YES 

PANIC 

DISORD

ER 

CURREN

T 
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YES NO Do you feel anxious or uneasy in places or situations where you might have a panic 
attack or the panic-like symptoms we just spoke about, or where help might not be 
available or escape might be difficult: like being in a crowd, standing in a line (queue), 

when you are alone away from home or alone at home, or when crossing a bridge, 
traveling in a bus, train or car? 

F1 

F. AGORAPHOBIA 

 

 

IF F1 = NO, CIRCLE NO IN F2. 

 

F2 Do you fear these situations so much that you avoid them,or suffer NO  YES 
through them, or need a companion to face them? 
 AGORAPHO

BIA 

CURRENT 

 

 

 

IS F2 (CURRENT AGORAPHOBIA) CODED NO 

 

and 

 

IS E7 (CURRENT PANIC DISORDER) CODED YES? 

 

 

 

 

IS F2 (CURRENT AGORAPHOBIA) CODED YES 

 

and 

 

IS E7 (CURRENT PANIC DISORDER) CODED YES? 

PANIC DISORDER 

without 
Agoraphobia 

YES NO 

PANICDISORDER 

with Agoraphobia 
CURRENT 

YES NO 
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IS F2 (CURRENT AGORAPHOBIA) CODED YES 

 

and 

 

IS E5 (PANIC DISORDER LIFETIME) CODED NO? 

AGORAPHOBIA, CURRENT 

without history 
of Panic Disorder 

YES NO 
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YES 
 

NO 
In the past month, were you fearful or embarrassed being watched, being 
the focus of attention, or fearful of being humiliated? This includes things 

like speaking in public, eating in public or with others, writing while someone 
watches, or being in social situations. 

G1 

G. SOCIAL PHOBIA (Social Anxiety Disorder) 

(MEANS: GO TO THE DIAGNOSTIC BOX, CIRCLE  NO   AND MOVE TO 

THE  NEXT MODULE) 

 

 

 

G2 Is this social fear excessive or unreasonable? NO YES 

 

 

G3 Do you fear these social situations so much that you avoid them or suffer through NO
 YES them? 

 

 

G4 Do these social fears disrupt your normal work or social 
functioning or cause you significant distress? 

 

 

SUBTYPES 

 

Do you fear and avoid 4 or more social situations? 

 

If YES Generalized social phobia (social anxiety disorder) 

 

If NO Non-generalized social phobia (social anxiety disorder) 

 

NOTE TO INTERVIEWER: PLEASE ASSESS WHETHER THE 
SUBJECT’S FEARS ARE RESTRICTED TO NON-GENERALIZED 
(“ONLY 1 OR SEVERAL”) SOCIAL SITUATIONS OR EXTEND TO 
GENERALIZED (“MOST”) SOCIAL SITUATIONS. “MOST” 
SOCIAL SITUATIONS IS USUALLY OPERATIONALIZED TO 
MEAN 4 OR MORE SOCIAL SITUATIONS, ALTHOUGH THE 
DSM-IV DOES NOT EXPLICITLY STATE THIS. 

 

GENERALIZED  

NON-GENERALIZED  

SOCIALPHOBIA 

(Social Anxiety Disorder) 

YES NO 
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EXAMPLES OF SUCH SOCIAL SITUATIONSTYPICALLY 
INCLUDE INITIATING OR MAINTAINING A CONVERSATION, 
PARTICIPATING IN SMALL GROUPS, DATING, SPEAKING TO 
AUTHORITY FIGURES, ATTENDING PARTIES, PUBLIC 
SPEAKING, EATING IN FRONT OF OTHERS, URINATING IN A 
PUBLIC WASHROOM, ETC. 
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H. OBSESSIVE-COMPULSIVEDISORDER 

({MEANS: GO TO THE DIAGNOSTIC BOX,CIRCLE  NO  AND MOVE TO THE 

NEXT MODULE) 

 

 

H1 In the past month, have you been bothered by recurrent thoughts, 

impulses, or images that were unwanted, distasteful, inappropriate, 

intrusive, or distressing? 

 

NO YES 

 

 (For example, the idea that you were dirty, contaminated or had germs, or 
fear of 

SKIP TO H4 

 contaminating others, or fear of harming someone even though you didn't 
want to, 

 

 or fearing you would act on some impulse, or fear or superstitions that you 
would 

 

 be responsible for things going wrong, or obsessions with sexual thoughts, 
images 

 

 or impulses, or hoarding, collecting, or religious obsessions.)  

 (DO NOT INCLUDE SIMPLY EXCESSIVE WORRIES ABOUT 
REAL LIFE PROBLEMS. DO NOT 
INCLUDEOBSESSIONSDIRECTLYRELATEDTOEATINGDISOR
DERS,SEXUALDEVIATIONS, PATHOLOGICAL GAMBLING, 
OR ALCOHOL OR DRUG ABUSE BECAUSE THE PATIENT 
MAY 
DERIVEPLEASUREFROMTHEACTIVITYANDMAYWANTTORE
SISTITONLYBECAUSEOF ITS NEGATIVECONSEQUENCES.) 

 

 

H2 Did they keep coming back into your mind even when you tried 

to ignore or get rid of them? 

 

NO YES 

 

SKIP TO H4 

 

H3 Do you think that these obsessions are the product of your own mind and 
that 

NO YES  

 they are not imposed from the outside?  obsessi
ons 

    

 

H4 

 

In the past month, did you do something repeatedly without being able to 

 

NO 

 

YES 

 

 resist doing it, like washing or cleaning excessively, counting or 
checking 

 compul
sions  

 things over and over, or repeating, collecting, arranging things, or 
other superstitious rituals? 

   

     

 

H5 

IS H3 OR H4 CODED YES? 

Did you recognize that either these obsessive thoughts or these 

NO 
 
NO 

YES 

YES 

 

 compulsive behaviors were excessive or unreasonable?    
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H6 Did these obsessive thoughts and/or compulsive behaviors 
significantly interfere with your normal routine, your work or 
school, your usual social activities, or relationships, or did 
they take more than one hour aday? O.C.D. 

CURRENT 

YES NO 
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I. POSTTRAUMATIC STRESS DISORDER (optional) 

 

 ({MEANS: GO TO THE DIAGNOSTIC 
BOX,CIRCLENO,AND MOVE TO THE NEXT MODULE) 

 

 

 
I1 

  

 
Have you ever experienced or witnessed or had to deal with an extremely 
traumatic 

 
{ 
NO 

 

 
YES 

 

  event that included actual or threatened death or serious injury to you or someone 
else? 

   

  EXAMPLES OF TRAUMATIC EVENTS INCLUDE: SERIOUS 
ACCIDENTS, SEXUAL OR PHYSICAL ASSAULT, A TERRORIST 
ATTACK, BEING HELD HOSTAGE, KIDNAPPING, FIRE, 
DISCOVERING 

   

  A BODY, SUDDEN DEATH OF SOMEONE CLOSE TO YOU, WAR, OR 
NATURAL DISASTER. 

   

 

I2 

  

Did you respond with intense fear, helplessness or horror? 
{ 
NO 

 

YES 

 

 
I3 

  
During the past month, have you re-experienced the event in a distressing way 

{ 
NO 

 
YES 

 

  (such as, dreams, intense recollections, flashbacks or physical reactions)?    

 

I4 

  

In the past month: 

   

 a Have you avoided thinking about or talking about the event ? NO YES  

 b Have you avoided activities, places or people that remind you of the event? NO YES  

 c Have you had trouble recalling some important part of what happened? NO YES  

 d Have you become much less interested in hobbies or social activities? NO YES  

 e Have you felt detached or estranged from others? NO YES  

 f Have you noticed that your feelings are numbed? NO YES  

 g Have you felt that your life will be shortened or that you will die sooner than 

other people? 

NO 
 

YES  

  ARE 3 OR MORE I4 ANSWERS CODED YES? NO YES  

I5  
In the past month: 

   

 a Have you had difficulty sleeping? NO YES  

 b Were you especially irritable or did you have outbursts of anger? NO YES  

 c Have you had difficulty concentrating? NO YES  

 d Were you nervous or constantly on your guard? NO YES  

 e Were you easily startled? NO 
 

YES  

  ARE 2 OR MORE I5 ANSWERS CODED YES? NO YES  

  
NO 

 
YES 
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I6 During the past month, have these problems significantly interfered with 
your work or social activities, or caused significant distress?  POSTTRAUMATIC 

STRESSDISORDER 

CURRENT 
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J. ALCOHOL ABUSE ANDDEPENDENCE 
 

 (MEANS: GO TO DIAGNOSTIC BOXES,CIRCLENOIN BOTH 
AND MOVE TO THE NEXT MODULE) 

 

    
J1 In the past 12 months, have you had 3 or more alcoholic 

drinks within a 3 hour period on 3 or more occasions? 

NO YES 

 

J2 

 

In the past 12 months: 

  

 a Did you need to drink more in order to get the same effect that 
you got when you first started drinking? 

NO YES 

 b When you cut down on drinking did your hands shake, did you sweat or feel 
agitated? Did you drink to avoid these symptoms or to avoid being 
hungover, for example, "the shakes", sweating or agitation? 

NO YES 

 IF YES TO EITHER, CODE YES.   

 c During the times when you drank alcohol, did you end up 
drinking more than you planned when you started? 

NO YES 

 d Have you tried to reduce or stop drinking alcohol but failed? NO YES 

 e On the days that you drank, did you spend substantial time in 
obtaining alcohol, drinking, or in recovering from the effects 
of alcohol? 

NO YES 

 f Did you spend less time working, enjoying hobbies, or 
being with others because of your drinking? 

NO YES 

 g Have you continued to drink even though you knew that the 
drinking caused you health or mental problems? 

NO YES 

 

ARE 3 OR MORE J2 ANSWERS CODED YES? 

 

* IF YES, SKIP J3 QUESTIONS, CIRCLE N/A IN THE ABUSE BOX 

AND MOVE TO THE NEXT DISORDER. DEPENDENCE PREEMPTS ABUSE. 

 

J3 In the past 12 months: 

 

a Have you been intoxicated, high, or hungover more than once when you had other NO
 YES responsibilities at school, at work, or at home? Did this cause any problems? 
(CODE YES ONLY IF THIS CAUSED PROBLEMS.) 

 

b Were you intoxicated more than once in any situation where you were physically at risk, NO
 YES for example, driving a car, riding a motorbike, using machinery, boating,etc.? 

 

c Did you have legal problems more than once because of your drinking, for example, NO
 YES an arrest or disorderly conduct? 

ALCOHOLDEPENDENCE 

CURRENT 

YES* NO 
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d Did you continue to drink even though your drinking caused problems with your NO
 YES family or other people? 

 

 

ARE 1 OR MORE J3 ANSWERS CODED YES? ALCOHOL ABUSE 

CURRENT 

YES N/A NO 
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YES 
 

NO 

Now I am going to show you / read to you a list of street drugs or medicines. 

 

K1  aIn the past 12 months, did you take any of these drugs more than once, to 

K. NON-ALCOHOL PSYCHOACTIVE SUBSTANCE 

USEDISORDERS 

({MEANS: GO TO THE DIAGNOSTIC BOXES,CIRCLENO IN ALL DIAGNOSTIC 

BOXES,AND MOVE TO THE NEXT MODULE) 

 

 

CIRCLE EACH DRUG TAKEN: 

Stimulants: amphetamines, "speed", crystal meth, “crank”, "rush", Dexedrine, Ritalin, diet pills. 

Cocaine: snorting, IV, freebase, crack, "speedball". 

Narcotics: heroin, morphine, Dilaudid, opium, Demerol, methadone, codeine, Percodan, Darvon, 

OxyContin. Hallucinogens: LSD ("acid"), mescaline, peyote, PCP ("angel dust", "peace pill"), 

psilocybin, STP, "mushrooms", “ecstasy”, MDA, MDMA, or ketamine (“special K”). 

Inhalants: "glue", ethyl chloride, “rush”, nitrous oxide ("laughing gas"), amyl or butyl nitrate ("poppers"). 

Marijuana: hashish ("hash"), THC, "pot", "grass", "weed", "reefer". 

Tranquilizers: Quaalude, Seconal ("reds"), Valium, Xanax, Librium, Ativan, Dalmane, 

Halcion, barbiturates, Miltown, GHB, Roofinol, “Roofies”. 

Miscellaneous: steroids, nonprescription sleep or diet pills. Any others? 

SPECIFY MOST USEDDRUG(S):   

 

CHECK ONE BOX 

ONLY ONE DRUG / DRUG CLASS HAS BEEN USED 

 

ONLY THE MOST USED DRUG CLASS IS INVESTIGATED. 

 

EACH DRUG CLASS USED IS EXAMINED SEPARATELY (PHOTOCOPY K2 AND K3 AS NEEDED) 

 

 b SPECIFY WHICH DRUG/DRUG CLASS WILL BE EXPLORED IN THE INTERVIEW 
BELOW IF THERE IS 
CONCURRENTORSEQUENTIALPOLYSUBSTANCEUSE:  
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K2 
 

Considering your use of (NAME THE DRUG / DRUG CLASS SELECTED), in the past 

12 months: 

 a Have you found that you needed to use more (NAME OF DRUG /DRUG 
CLASSSELECTED) NO
 YES to get 
the same effect that you did when you first started taking it? 

 b When you reduced or stopped using (NAME OF DRUG / DRUG CLASS SELECTED), did 
you have NO YES 
withdrawal symptoms (aches, shaking, fever, weakness, diarrhea, nausea, sweating, 
heart pounding, difficulty sleeping, or feeling agitated, anxious, irritable, 
or depressed)? Did you use any drug(s) to keep yourself from getting sick 
(withdrawal symptoms) or so that you would feel better? 

  IF YES TO EITHER, CODE YES. 

 c Have you often found that when you used (NAME OF DRUG /DRUG CLASSSELECTED),
 NO
 YES you 
ended up taking more than you thought you would? 

 d Have you tried to reduce or stop taking (NAME OF DRUG / DRUG CLASS SELECTED)but 

failed? NO

 YES 

 e On the days that you used (NAME OF DRUG / DRUG CLASS SELECTED), did you spend 
substantial NO
 YES time 
(>2 HOURS), obtaining, using or in recovering from the drug, or thinking about the  drug? 
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f Did you spend less time working, enjoying hobbies, or being 
with family or friends because of your drug use? 

NO YES 

g Have you continued to use (NAME OF DRUG / DRUG CLASS 
SELECTED), even though it caused you health or mental problems? 

NO YES 

 

 

ARE 3 OR MORE K2 ANSWERS CODED YES? 

 

SPECIFYDRUG(S):  

 

* IF YES, SKIP K3 QUESTIONS, CIRCLE N/A IN THE ABUSE BOX 
FOR THIS SUBSTANCE AND MOVE TO THE NEXT DISORDER. 

DEPENDENCE PREEMPTS ABUSE. 

 

 

 

 

K3 a 

Considering your use of (NAME THE DRUG CLASS SELECTED), in 
the past 12 months: 

 
Have you been intoxicated, high, or hungover from (NAME OF DRUG / 
DRUG CLASS SELECTED) 

 

NO 

 

YES 

 more than once, when you had other responsibilities at school, at work, 
or at home? Did this cause any problem? 

  

 (CODE YES ONLY IF THIS CAUSED PROBLEMS.)   

b Have you been high or intoxicated from (NAME OF DRUG / 
DRUG CLASS SELECTED) more than once in any situation where 
you were physically at risk (for example, driving a car, riding a 
motorbike, using machinery, boating, etc.)? 

NO YES 

c Did you have legal problems more than once because of your drug use, 
for example, an arrest or disorderly conduct? 

NO YES 

d Did you continue to use (NAME OF DRUG / DRUG CLASS 
SELECTED), even though it caused problems with your family or 
other people? 

NO YES 

 

 

ARE 1 OR MORE K3 ANSWERS CODED YES? 

 

SPECIFYDRUG(S):  

SUBSTANCE DEPENDENCE 

CURRENT 

YES * NO 

SUBSTANCE ABUSE 

CURRENT 

YES N/A NO 
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L. PSYCHOTIC DISORDERS AND MOOD DISORDER 
WITHPSYCHOTIC 

FEATURES 

ASK FOR AN EXAMPLE OF EACH QUESTION ANSWERED POSITIVELY. CODE YES ONLY IF 

THE EXAMPLES CLEARLY SHOW A DISTORTION OF THOUGHT OR OF PERCEPTION OR IF 
THEY ARE NOT CULTURALLY APPROPRIATE. BEFORE CODING, INVESTIGATE WHETHER 

DELUSIONS QUALIFY AS "BIZARRE". 

 

DELUSIONS ARE "BIZARRE" IF: CLEARLY IMPLAUSIBLE, ABSURD, NOT UNDERSTANDABLE, AND 

CANNOT DERIVE FROM ORDINARY LIFE EXPERIENCE. 

 

HALLUCINATIONS ARE SCORED "BIZARRE" IF: A VOICE COMMENTS ON THE PERSON'S 
THOUGHTS OR BEHAVIOR, OR WHEN TWO OR MORE VOICES ARE CONVERSING WITH 

EACH OTHER. 

 

 

L

1 

 

a 

Now I am going to ask you about unusual experiences that some people 
have. 

 
Have you ever believed that people were spying on you, or that 
someone was plotting against you, or trying to hurt you? 

 

NO 

 

YES 

BIZA

RRE 

 

YES 

  NOTE: ASK FOR EXAMPLES TO RULE OUT ACTUAL 
STALKING. 

   

 b IF YES OR YES BIZARRE: do you currently believe these things? NO YES YES 

     {L
6 

L

2 

a Have you ever believed that someone was reading your mind 
or could hear your thoughts, or that you could actually read 
someone’s mind or hear what another person was thinking? 

NO YES YES 

 b IF YES OR YES BIZARRE: do you currently believe these things? NO YES YES 

     {L
6 

L

3 

a Have you ever believed that someone or some force outside 
of yourself put thoughts in your mind that were not your 
own, or made you act in a way that was not your usual self? 
Have you ever felt that you were possessed? 
CLINICIAN: ASK FOR EXAMPLES AND DISCOUNT ANY THAT 
ARE NOT PSYCHOTIC. 

NO YES YES 

 b IF YES OR YES BIZARRE: do you currently believe these things? NO YES YES 

     {L
6 

L

4 

a Have you ever believed that you were being sent special 
messages through the TV, radio, or newspaper, or that a 
person you did not personally know was particularly 
interested in you? 

NO YES YES 

 b IF YES OR YES BIZARRE: do you currently believe these things? NO YES YES 

     {L
6 
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L

5 

a Have your relatives or friends ever considered any of your 
beliefs strange or unusual? 

NO YES YES 

  INTERVIEWER: ASK FOR EXAMPLES. ONLY CODE YES IF THE 
EXAMPLES ARE CLEARLY 
DELUSIONAL IDEAS NOT EXPLORED IN QUESTIONS L1 TO L4, 
FOR EXAMPLE, SOMATIC OR RELIGIOUS DELUSIONS OR 

DELUSIONS OF GRANDIOSITY, JEALOUSY, GUILT, RUIN OR 
DESTITIUTION, ETC. 

   

 
b IF YES OR YES BIZARRE: do they currently consider your beliefs 

strange? 

NO YES YES 

L
6 

a Have you ever heard things other people couldn't hear, such as voices? NO YES  

  HALLUCINATIONS ARE SCORED "BIZARRE" ONLY IF 
PATIENT ANSWERS YES TO THE FOLLOWING: 

   

  
IF YES: Did you hear a voice commenting on your thoughts or 
behavior or did you hear two or more voices talking to each 
other? 

NO 
 

YES 

 b IF YES OR YES BIZARRE TO L6a: have you heard these things in 
the past month? 

NO YES YES 

  HALLUCINATIONS ARE SCORED "BIZARRE" ONLY IF 
PATIENT ANSWERS YES TO THE FOLLOWING: 

  {L
8b 

  Did you hear a voice commenting on your thoughts or behavior or 
did you hear two or more voices talking to each other? 
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L7 a Have you ever had visions when you were awake or have you ever seen 
things 
other people couldn't see? 

NO YES 

  CLINICIAN: CHECK TO SEE IF THESE ARE CULTURALLY 
INAPPROPRIATE. 

  

 
b IF YES: have you seen these things in the past month? NO YES 

  
CLINICIAN'S JUDGMENT 

  

L8 b IS THE PATIENT CURRENTLY EXHIBITING INCOHERENCE, 
DISORGANIZED SPEECH, OR MARKED LOOSENING OF 
ASSOCIATIONS? 

NO YES 

L9 b IS THE PATIENT CURRENTLY EXHIBITING 

DISORGANIZED OR CATATONIC BEHAVIOR? 

NO YES 

L1

0 

b ARE NEGATIVE SYMPTOMS OF SCHIZOPHRENIA, E.G. 
SIGNIFICANT AFFECTIVE FLATTENING, POVERTY OF 
SPEECH (ALOGIA) OR AN INABILITY TO INITIATE OR 
PERSIST IN GOAL-DIRECTED ACTIVITIES 
(AVOLITION),PROMINENT DURING THEINTERVIEW? 

NO YES 

L1

1 

a ARE 1 OR MORE « a » QUESTIONS FROM L1a TO L7a CODED YES 
OR YES BIZARRE 
AND IS EITHER: 

  

  MAJOR DEPRESSIVE EPISODE, (CURRENT OR 

RECURRENT) 

  

  OR   

  MANIC OR HYPOMANIC EPISODE, (CURRENT OR PAST) 
CODED YES? 

NO YES 

  
IF NO TO L11 a, CIRCLE NO IN BOTH ‘MOOD DISORDER WITH 
PSYCHOTIC 

{L13  

  FEATURES’ DIAGNOSTIC BOXES AND MOVE TO L13.   

 

 

b You told me earlier that you had period(s) when you felt 
(depressed/high/persistently irritable). 

 

Were the beliefs and experiences you just described (SYMPTOMS 
CODED YES FROM L1a TO L7a) restricted exclusively to times when 
you were feeling depressed/high/irritable? 

 

IF  THE PATIENT EVER HAD A PERIOD  OF AT LEAST 2 
WEEKS OF  HAVING THESE  BELIEFS  OR  EXPERIENCES 
(PSYCHOTIC SYMPTOMS)  WHEN THEY WERE NOT 
DEPRESSED/HIGH/IRRITABLE,   CODE  NO  TO THIS  
DISORDER. 

 

IF THE ANSWER IS NO TO THIS DISORDER, ALSO CIRCLE NO TO L12 AND MOVE TO L13 

MOOD DISORDER WITH 

PSYCHOTIC FEATURES 

 

YES NO 
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L12 a ARE 1 OR MORE « b » QUESTIONS FROM L1b TO L7b CODED YES OR YES BIZARRE 

AND IS EITHER: 

 

MAJOR DEPRESSIVE EPISODE, (CURRENT) 

OR 

MANIC OR HYPOMANIC EPISODE, (CURRENT) CODED YES? 

 

 

IF THE ANSWER IS YES TO THIS DISORDER 
(LIFETIME OR CURRENT), CIRCLE NO TO L13 AND 
L14 AND MOVE TO THE NEXT MODULE. 

MOOD DISORDER WITH 

PSYCHOTIC FEATURES 

 

YES NO 
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L13 ARE 1 OR MORE «b»QUESTIONS FROML1bTOL6b,CODED  

           YES BIZARRE? 

 

OR 

 

ARE 2 OR MORE « b » QUESTIONS FROM L1b TO L10b, CODED 

YES (RATHER THAN YES BIZARRE)? 

 

AND DID AT LEAST TWO OF THE PSYCHOTIC SYMPTOMS 

OCCUR DURING THE SAME 1 MONTH PERIOD? 

 

 

 

L14 IS L13 CODEDYES 

 

OR 

 

ARE 1 OR MORE « a » QUESTIONS FROM L1a TO L6a, CODED YES BIZARRE? 

 

OR 

 

ARE 2 OR MORE « a » QUESTIONS FROM L1a TO L7a, CODED YES (RATHER THAN 

YES BIZARRE) 

 

AND DID AT LEAST TWO OF THE PSYCHOTIC SYMPTOMS 

OCCUR DURING THE SAME 1 MONTH PERIOD? 

PSYCHOTICDISORDER 

CURRENT 

YES NO 

PSYCHOTICDISORDER 

LIFETIME 

YES NO 



 

131 
 

M. ANOREXIANERVOSA 
 

({MEANS: GO TO THE DIAGNOSTIC BOX,CIRCLENO,AND MOVE TO THE 

NEXT MODULE) 

 

M1  a   How tall are you? ❑ft❑❑in. 

❑❑❑cm. 

b. What was your lowest weight in the past3 months? ❑❑❑lbs. 

❑❑❑kgs. 

 
c IS PATIENT’S WEIGHT EQUAL TO OR BELOW THE THRESHOLD 

CORRESPONDING TO 

 
NO YES 

  HIS / HER HEIGHT? (SEE TABLE BELOW)   

   

In the past 3 months: 

 

 
 

 

M2 

M3 

 In spite of this low weight, have you tried not to gain weight? 

Have you intensely feared gaining weight or becoming fat, even though you 

were underweight? 

NO 
 
NO 

YES 

YES 

M4 a Have you considered yourself too big / fat or that part of your body was too big / 

fat? 

NO YES 

 b Has your body weight or shape greatly influenced how you felt about yourself? NO YES 

 c Have you thought that your current low body weight was normal or excessive? NO 
 

YES 

M5 

M6 

 ARE 1 OR MORE ITEMS FROM M4 CODED YES? 

FOR WOMEN ONLY: During the last 3 months, did you miss all your 
menstrual 

NO 
 
NO 

YES 

YES 

  periods when they were expected to occur (when you were not pregnant)?   

 

 

 

FORWOMEN: ARE M5 AND M6 CODEDYES? 

 

FORMEN: IS M5 CODEDYES? 

 

 

 

 

HEIGHT / WEIGHT TABLE CORRESPONDING TO A BMI THRESHOLD OF 17.5 KG/M2 

ANOREXIANERVOSA 

CURRENT 

YES NO 
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Height/Weight 

Height/Weight 

 

 

ft/i
n 

4'
9 

4'10 4'11 5'0 5'1 5'2 5'3 5'4 5'5 5'6 5'7 5'8 5'9 5'1
0 

lbs
. 

81 84 87 89 92 96 99 102 105 108 112 115 118 122 

c
m 

14
5 

147 150 152 155 158 160 163 165 168 170 173 175 178 

kg
s 

37 38 39 41 42 43 45 46 48 49 51 52 54 55 

 

 

ft/i
n 

5'1
1 

6'0 6'1 6'2 6'3 

lbs
. 

125 129 132 136 14
0 

c
m 

180 183 185 188 19
1 

kg
s 

57 59 60 62 64 

The weight thresholds above are calculated using a body mass index (BMI) equal to or below 17.5 kg/m2 for the 
patient's height. This is the threshold guideline below which a person is deemed underweight by the DSM-IV 
and the ICD-10 Diagnostic Criteria for Research for Anorexia Nervosa. 
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N. BULIMIANERVOSA 

(MEANS: GO TO THE DIAGNOSTIC BOXES,CIRCLE NO IN ALL DIAGNOSTIC BOXES,AND 

MOVE TO THE NEXT MODULE) 

 

N1 In the past three months, did you have eating binges or times when you 
ate 

 
NO YES 

 a very large amount of food within a 2-hour period?  
 

 

N2 In the last 3 months, did you have eating binges as often as twice a week? NO YES 

N3 During these binges, did you feel that your eating was out of control? 
 
NO YES 

N4 Did you do anything to compensate for, or to prevent a weight gain from 
these 

 
NO YES 

 binges, like vomiting, fasting, exercising or taking laxatives, enemas, 
diuretics (fluid pills), or other medications? 

 

 
 

 

N5 Does your body weight or shape greatly influence how you feel about 
yourself? 

NO YES 

N6 DO THE PATIENT’S SYMPTOMS MEET CRITERIA FOR 

ANOREXIA NERVOSA? 

NO 
 

YES 

Skip to N8 

 

N7 Do these binges occur only when you are under ( lbs./kgs.)? NO
 YES 

INTERVIEWER: WRITE IN THE ABOVE PARENTHESIS THE 

THRESHOLD WEIGHT FOR THIS PATIENT’S HEIGHT FROM 
THE HEIGHT / WEIGHT TABLE IN THE ANOREXIA NERVOSA 

MODULE. 

 

 

N8 IS N5 CODED YES AND IS EITHER N6 OR N7 CODEDNO? 

 

 

 

 

 

 

IS N7 CODED YES? 

BULIMIANERVOSA 

CURRENT 

YES NO 

ANOREXIA NERVOSA 

Binge Eating/Purging Type 

YES NO 
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O. GENERALIZED ANXIETYDISORDER 

(MEANS: GO TO THE DIAGNOSTIC BOX,CIRCLE NO, AND MOVE TO THE NEXT MODULE) 

 

O1 a 
 

Have you worried excessively or been anxious about several things 
  

NO YES 
 

   over the past 6 months?   
 

 

 b  Are these worries present most days? 

IS THE PATIENT’S ANXIETY RESTRICTED EXCLUSIVELY 

 NO 

NO 

YES 
 
YES 

   TO, OR BETTER EXPLAINED BY, ANY DISORDER PRIOR TO 
THIS POINT? 

   

O2 
  

Do you find it difficult to control the worries or do they interfere with 
  

NO YES 
 

   your ability to focus on what you are doing?     

O3   FOR THE FOLLOWING, CODE NO IF THE SYMPTOMS ARE 
CONFINED TO 

    

   FEATURES OF ANY DISORDER EXPLORED PRIOR TO THIS 
POINT. 

    

   
When you were anxious over the past 6 months, did you, most of 

the time: 

    

  a Feel restless, keyed up or on edge?  NO YES  

  b Feel tense?  NO YES  

  c Feel tired, weak or exhausted easily?  NO YES  

  d Have difficulty concentrating or find your mind going blank?  NO YES  

  e Feel irritable?  NO YES  

  f Have difficulty sleeping (difficulty falling asleep, waking up in 
the middle of the night, early morning wakening or sleeping 
excessively)? 

 NO YES  

    

ARE 3 OR MORE O3 ANSWERS CODED YES? 

 

NO 

  

YES 

 

 
GENERALIZED 

ANXIETY DISORDER 

CURRENT 
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P. ANTISOCIAL PERSONALITY DISORDER(optional) 
 

({MEANS: GO TO THE DIAGNOSTIC BOX AND CIRCLENO.) 

 

P1 Before you were 15 years old, did you: 

 

a repeatedly skip school or run away from home overnight? NO YES 

 

b repeatedly lie, cheat, "con" others, or steal? NO YES 

 

c start fights or bully, threaten, orintimidate  others? NO YES 

 

d deliberately destroy things or start fires? NO YES 

 

e deliberately hurt animals or people? NO YES 

 

f force someone to have sex with you? NO YES 
{ 

ARE 2 OR MORE P1 ANSWERSCODEDYES? NO YES 

 

DO NOT CODE YES TO THE BEHAVIORS BELOW IF THEY 

ARE EXCLUSIVELY POLITICALLY OR RELIGIOUSLY 

MOTIVATED. 

 

P2 Since you were 15 years old, have you: 

 

a repeatedly behaved in a way that others would consider irresponsible, like NO
 YES failing to pay for things you owed, deliberately being impulsive or deliberately 
not working to support yourself? 

 

b done things that are illegal even if you didn't get caught (for example, destroying NO
 YES property, shoplifting, stealing, selling drugs, or committing a felony)? 

 

c been in physical fights repeatedly (including physical fights with your NO
 YES spouse or children)? 

 

d often lied or "conned" other people to get money or pleasure, or lied just NO
 YES for fun? 

 

e exposed others to danger without caring? NO YES 
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f felt no guilt after hurting, mistreating, lying to, or stealing from others, or NO
 YES after damaging proper
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ANTISOCIAL PERSONALITY 
DISORDER LIFETIME 

YES NO 
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SAFTEE SCALE 

Answers with an arrow above them (➨) indicate that one of the criteria necessary for the 

diagnosis or diagnoses is not met. In this case, the interviewer should go to the end of the 

module, circle « NO » in all the diagnostic boxes and move to the next module. 

 

When terms are separated by a slash (/) the interviewer should read only those symptoms 

known to be present in the patient (for example, questions J2b or K6b). 

 

Phrases in (parentheses) are clinical examples of the symptom. These may be read to the 

patient to clarify the question. 



Page 139 
of2 

 

 

 



Page 140 
of2 

 

 



Page 141 
of2 

 

 

The Pittsburgh Sleep Quality Index (PSQI) 

Instructions:The   following questions relate   to   your  usual sleep habits during   the past   

month  only. Your   answers   should   indicate the    most accurate   reply   for the  

majority  of  days  and  nights inthe  past  month. Please  answer  all  questions.  

During the past  month, 

 

1. When  have  you usually gone  to  bed?  

2. How   long(minutes)has  it  taken you  tofall asleep each night?  

3. When  have  you   usually gotten up in the morning?  

4. How  many  hours  of actual   sleep  doyou  getat  night?(This may be different than  the   

number   of   hours  you spend  in bed)  

 

5.During the past month, how often 

have you had trouble  sleeping 

because you… 

Not 

during 

the past 

month 

(0) 

Less 

than 

once a 

week 

(1) 

Once 

or 

twice 

a 

week(

2) 

Three or 

more 

times 

week (3) 

a. Cannot get to sleep within 30 minutes     

b. Wake up in the middle of the night or early morning     

c. Have to get up to use the bathroom     

d. Cannot breathe comfortably     

e. Cough or snore loudly     

f. Feel too cold     

g. Feel too hot     

h. Have bad dreams     

i. Have pain     

j. Other reason(s), please describe, including how 

often you have had trouble sleeping because of 

this reason(s): 

    

6.During the past month, how often have you taken 

medicine (prescribed or“over the counter”)to help 

you sleep? 

    

7.During the past month, how often have you had troubles 

staying awake while driving, eating meals, or engaging 

in social activity? 

    

8.During the past month, how much of a problem has 

it been for you to keep up enthusiasm to get things 

done? 

    

 Very 

good (0) 

Fairly 

good (1) 

Fairly 

bad (2) 

Very 

bad (3) 

9.During the past month, how  would you rate 

your sleep quality overall? 
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Component1 #9Score ............................................................................................................ C1  

Component2 #2Score( 15min=0;16-30min=1;31-60min=2,>60min=3)+#5aScore 

(ifsumisequal0=0;1-2=1;3-4=2;5-6=3) ........................................................... C2  

Component3 #4 Score (>7=0; 6-7=1;5-6=2;<5=3) .............................................................. C3  

Component4 (total#ofhoursasleep)/(total#ofhoursinbed)x100 

>85%=0, 75%-84%=1,65%-74%=2,<65%=3 ................................................. C4  

Component5 SumofScores#5bto#5j(0=0;1-9=1;10-18=2;19-27=3) .................................... C5  

Component6 #6Score ........................................................................................................... C6  

Component7 #7 Score + #8 Score (0=0; 1-2=1;3-4=2; 5-6=3) ........................................... C7  

 

Add the seven component scores together Global 

PSQI Score  

 

 

 

 

 

 

  



Page 143 
of2 

 

 

HINDI MENTAL STATE EXAMINATION (HMSE) 

Correct/R Wrong 

 

1. Is it morning or afternoon or evening? 1 0 

 

2. What day of the week is today? 1 0 

 

3. What date is it today? 1 0 

 

4. Which month is today? 1 0 

 

5. What season of the year is this? 1 0 

 

6. Under which post office does your village come? 1 0 

 

7. Which district does your village fall under? 1 0 

 

8. Which village are you from? 1 0 

 

9. Which block (If village has only blocks) 1 0 

 

OR 

 

Which numbered area is this? 

 

10. Which place is this? 1  0 

11. (I went to Delhi and brought three things – 

Mango, chair, and coin) Can you tell me what Are 

the three things I brought from Delhi? 

 

 

1 

 

 

2 

 

 

3 

 

12. (a) Now can you tell me names of the days of the 

week starting from Sunday? 

(b) Now can you tell me names ofthe days 1 2 3 4 5 

backwards? 

 

13-15 What are the names of thethreethings 1 2 3 
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Which I told you have brought from Delhi? 

 

16. (Show the subject the wrist watch and pen) Can 

you tell me these objects? 

(If yes, Items 17 & 18 apply) (If No, 

Item 17(a) apply 

 

17. Show him the wrist watch and say what is this 1 0 

 

OR 

 

17 (a). If necessary, Identification of watch by 

Touching what is this?  

 

18. Show him the pen and say – What is this? 1 0 

 

OR 

 

18 (a). (If necessary) Identification of pen by 

Touching what is this? 

 

19. Now I am going to say something, listen 

carefully and repeat it exactly as I say 

after I finish 

 

Phrase: “NEITHER THIS NOR THAT” 1 0 

20. Now look at my face and do exactly what I do. 

Close your eyes? 

 

1 

 

0 

 

21. First you take the paper in your right hand, then 

with your both hands, fold it into half 

once and then give the paper back to me. 1 2 3 

 

22. Now say a line about your house? (something 

specifically about your houses) NOT INCLUDED 

IN HMSETOTAL 

If given -1, Not given – 0. 

 

23. Here is a drawing, you must copy this 

drawing exactly as shown in the space 
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provided here. 

 

Score: 

Must draw two four sided figure =1 

One figure should be mostly inside the other =2 Orientation 

of the figures should be obviously appropriate =3 

 

 

 

 

 

Total score= /31 

 

 

 

 

 

 

 

 

 

 



Page 146 
of2 

 

 

                                                     ANNEXURE-VI 
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