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ABSTRACT: 

Introduction: Psychotropic drugs, which are sometimes called psychoactive drugs, affect 

the central nervous system and can cause a variety of changes in behavior & perception. 

There are lots of psychotropic drugs in market and their use is increasing day by day in 

psychiatric outpatient departments.  Pharmacovigilance programme in India are still not up 

to the mark and vary few reports of adverse drug reaction profile of medicine in general and 

psychotropic agents are available.Objective: To observe the types of adverse drug reactions 

in the patients attending the out patients department of Psychiatry in a tertiary care teaching 

hospital, Bhubaneswar, Odisha and find out the incidence, causal relationship with final 

outcome of drug reactions. Patients and Methods: A prospective study involving 1560 

patients attending to the Psychiatry Outpatient department was observed during the period of 

one year to findout the patients with adverse drug reactions using self-reporting method for 

selection of cases in the adverse drug reaction monitoring form by CDSCO, India. Causality 

was assessed using Causality assessment Scale( WHO-UMC) & severity of ADR was 

assessed by Hartwig‟s criteria. Results were analyzed using suitable statistical methods.  

Results and conclusion: Tremor (37.8%)) was the commonest ADR noted followed by 

weight gain (22.68%) and dermatological ADRs and sexual dysfunction. Anxiety disorders 

(43.63%) were the commonest clinical diagnosis among these ADRs followed by Psychotic 

disorders (Schizophrenia) (33.45%). Most common group of drugs used in psychiatry 

outpatient department showing adverse drug reaction was drugs used in anxiety disorders 

(74.86% both SSRIs & Anxiolytics) followed by antipsychotics (15.50%). Amongst the drug 

used in anxiety disorders, most common drug showing maximum ADRs was SSRIs 

(selective serotonin reuptake Inhibitors) (65.14%) whereas most common antipsychotic drug 

showing ADR was clozapine (4%) followed by olanzepine (3.9%) and resperidone(3%). 

Causality assessment revealed that 250 ADRs (92.59%; n=275) were probable category 

according to WHO-UMC criteria .Regarding severity assessment, our study had no cases of 

life threatening “severe” category. 

 Key words: Adverse drug reaction, WHO-UMC Causality assessment Scale, CDSCO,       

Hartwig‟s criteria 
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INTRODUCTION: 

Psychotropic drugs, which are sometimes called psychoactive drugs, affect the central 

nervous system and can cause a variety of changes in behavior & perception. One 

psychotropic drug that is often used is alcohol, a CNS depressant.  

An adverse reaction to medicines is the response to a drug, noxious and unintended, for 

prophylaxis, diagnosis or therapeutic effects or for modification of the psychological 

functions that happens in normal dosage. Multiple factors associated to these side effects as 

well as a lack of diagnosis methods to some specific drugs lead to difficult diagnosis. 

There are lots of psychotropic drugs in market and their use is increasing day by day in 

psychiatric outpatient departments. These drugs are very much capable of causing various 

adverse drug reactions [1,2] amongst which drug reactions are fatal in nature.[3] 

Pharmacovigilance in psychiatric outpatient department is of very much importance as it 

plays an important role in detecting adverse drug reactions (ADRs) and for making the 

physician alert to the possibilities of such adverse reactions so that it is easier for them to 

prevent this kind of adverse reactions for the benefit of the recipient [4] as ADRs associated 

with psychotropic drugs can lead to non compliance and sometimes require discontinuation 

of therapy. [5] 

Pharmacovigilance programme in India are still not up to the mark and vary few reports of 

adverse drug reaction profile of medicine in general and psychotropic agents are available. 

This paucity of data encouraged us to evaluate the ADR profile of psychotropic drugs used 

by ambulatory patients in a tertiary care teaching hospital. 

 

MATERIALS & METHODS: 

 

A longitudinal observational study was undertaken in the psychiatry outpatient department 

in collaboration with department of pharmacology of IMS & SUM Hospital , Bhubaneswar, 

Odisha from January 2013 to December 2013. Permission from the institutional ethics 

committee was obtained. Consent was obtained from the patient or their guardians. Subjects 

and their accompanying family members were interviewed. All the previous prescriptions 

and case sheets which are available were reviewed.  

All newly diagnosed patients (or known cases who had not received any treatment in the last 

one month) of psychotic disorders of any age and either sex (excluding pregnant women) 

attending psychiatry outpatient department on three fixed days of each week, who were 

prescribed psychiatric medicine were included in the study. 

ADRs noticed by the doctor, spontaneously reported by patients or their guardian were 

noted. Details of adverse events, suspected drug, concomitant medications, management of 

ADR as well as any laboratory investigations done were recorded in the CDSCO form. The 

suspected adverse drug reaction reporting form, under the Pharmacovigilance programme of 

India (PVPi) [6] conducted by CDSCO (Central Drug Standard Control Organization) was 

filled with the following details –  

 Age, sex and body weight of patient 

 Adverse event history 
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 History of suspected medications causing ADR 

 History of concomitant medication use 

Causality of the event was assessed by World Health Organization – Uppsala Monitoring 

Centre (WHO – UMC) criteria [7] and severity of ADR was assessed by Hartwig‟s criteria. 

[8] 

 

OBSERVATIONS & RESULTS: 

 

A total of 1560 patients were screened for the study of whom 260 patients were suspected of 

having atleast one ADR .Total of 275 ADRs were tabulated. Out of 260 patients, male 

represented 61.53% (n=160) of the cases while females represented 38.46% (n= 100). 

Anxiety disorders (43.63%, n=120) was the commonest clinical diagnosis among these 

ADRs followed by Psychotic disorders (Schizophrenia) (33.45%; n=92). 

 

Table no:1 Psychiatric disorders associated with ADRs: 

 

Clinical diagnosis No (% of all ADRs); n= 275  

Anxiety disorders 120 (43.63%) 

Psychotic disorders (Schizophrenia) 92 (33.45%) 

Bipolar disorders 22 (8%) 

Depression  18 (6.54%) 

OCD 13 (4.72%) 

Seizure disorders 10 (3.63%) 

n=total no of ADRs  

 

Table no: 2 Spectrum of suspected ADRs noted: 

 

Types of ADRs No (% of all ADRs, n=275) 

Tremor  105 (37.8%) 

Weight gain 63 (22.68%) 

Dermatological side 

effects(Photosensiyivity, rash, SJS, pin 

prick sensation etc) 

28 (10.08%) 

Sexual side effects (↓ libido, 

Hyperprolactinemia, amenorrhoea, 

hirsuitism, PCOD) 

20 (7.2%) 

Sedation  17 (6.12%) 

Hypersalivation  15 (5.4%) 

Constipation  10 (3.6%) 

EPS 8 (2.88%) 

Hypothyroidism  4 (1.44%) 

Manic switch from depression 2 (0.72%) 

Headache, reeling of head  1 (0.36%) 

Renal failure 1(0.36%) 

Fatty liver 1(0.36%) 
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Tremor (37.8%)) was the commonest ADR noted followed by weight gain (22.68%)(of ≥ 

7% weight gain from base line) and dermatological ADRs and sexual dysfunction. Most 

common group of drugs used in psychiatry outpatient department showing adverse drug 

reaction was drugs used in anxiety disorders (74.86% both SSRIs & Anxiolytics) followed 

by antipsychotics (15.50%). Amongst the drug used in anxiety disorders, most common drug 

showing maximum ADRs was SSRIs (selective serotonin reuptake Inhibitors) (65.14%) 

whereas most common antipsychotic drug showing ADR was clozapine (4%) followed by 

olanzepine (3.9%) and resperidone(3%). 

 

 

Table no:3 Association of drug classes with ADRs: 

 

Drug classes  No (% of all ADRs, n=275) 

SSRIs 65.14 

Antipsychotics  15.50 

Anxiolytics  9.72 

Mood stabilizers  5.16 

Antidepressants 2.48 

Antiepileptics  2 

 

Table no:4 Drugs responsible for ADRs noted: 

 

Name of the drugs  (% of all ADRs, n=275) 

Fluoxetine 31.48 

Paroxetine 27.68 

Sertraline  8.72 

Escitalopram 6.91 

Clozapine  4 

Olanzepine 3.9 

Resperidone  3 

Haloperidol  2.47 

Aripiprazole  2.28 

Etizolam  1.65 

Propranolol  1.25 

Clonazepam  1.17 

Dival, sodium 1.10 

Oxcarbazepine  1 

Lithium  1 

Clomipramine  1 

Lamotrigine  0.89 

Levateacetam  0.50 

 

Causality assessment revealed that 250 ADRs (92.59%; n=275) were probable category 

according to WHO-UMC criteria. Not a single case of „certain‟ category was noted as 

rechallenge was not attempted by the consultant psychiatrist, once a drug was withdrawn.  
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There were no fatal adverse events; however two cases of severe tremor with aripiprazole, 

one case of Steven Johnson‟s Syndrome (SJS) with Carbamazepine necessitating 

hospitalization. Mild to moderate ADRs included constipation, nausea, vomiting, insomnia, 

mouth ulcer, somnolence, hypersalivation and EPS, and were treated by dose adjustment 

and/or relevant medications to treat the symptoms. Discontinuation of Sertaline for weight 

gain, decrease libido & pin prick sensation (one case), seizure (2 cases), for SJS (Figure 

1)(one case) while risperidone had to be discontinued (one case) due to sleep disturbances & 

EPS. Some of the events such as tremor, rigidity, and dyskinesia were managed by the 

psychiatrist with trihexiphenidyl or dose modifications. 

 

 
 

Figure 1: Carbamazepine induced Steven Johnson’s syndrome 

Some interesting ADRs were noted during the course of study:  

 Aripiprazole causes less EPS normally, but we found two cases of severe tremor 

required hospitalization. A 27 year male & a 17 year girl were given Aripiprazole for 

one month each for treating Schizophrenia but they developed extrapyramidal side 

effects as tremor of severe nature with second and third week of administration 

respectively. The tremor subsided after withdrawal of the drug in both cases. 

 Lamotrigine is used to treat bipolar disorders. We found two cases of manic switch 

from depression stage. Two female patients of 34 years & 42 years of age were under 

treatment with Lamotrigine for Bipolar disorder. Both of them develop switch to 

manic phase from depression when they were treated with lamotrigine monotherapy.  

 Fluexetine (two cases) & clomipramine (one case) used to treat OCDs were related to 

three cases of increased prolactine level. 

 

DISCUSSIONS: 

 

The present study has reported the incidence and profile of suspected ADRs to psychotropic 

drugs in the psychiatry OPD setting in the Indian context. Pharmacovigilance is defined by 
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WHO the branch of pharmacology focused on detecting, assessing, understanding and 

preventing long- and short-term adverse effects of medicines.The purpose of the 

Pharmacovigilance programme of India is to collect, collate and analyze data to arrive at an 

inference to recommend regulatory interventions, besides communicating risks to health care 

professionals and the public and thus create awareness among them.[9] 

There is different varieties of adverse effects are seen with the psychotropic drugs and lead 

to non compliance or even discontinuation of therapy. There is paucity of data available in 

the Indian context and that is the basis of doing such studies in our hospital setting. 

A study by Sengupta etal reported that the commonest disease encountered in psychiatric 

OPD with ADRs was the bipolar affective disorder; most common drug that showed ADRs 

was antipsychotic while Olanzepine was the commonest among this group and the most 

common ADR was the tremor. [10] A Brazilian study based on spontaneous reporting, 

incriminated antidepressants as the commonest group responsible for ADR followed by 

antipsychotics while fluoxetine was the commonest among this group.[11] 

In our study, the commonest disease encountered in psychiatric OPD with ADRs was the 

anxiety disorder followed by schizophrenia, bipolar disorders and depression, least common 

was obsessive, compulsive disorder and seizure disorder;  the most common adverse drug 

reactions in psychiatric outpatient department was antianxiety drugs followed by 

antipsychotic drugs; amongst the antianxiety drugs most common drug showing ADRs was 

SSRIs whereas most common antipsychotic drugs showing ADR was clozapine followed by 

olanzepine & risoeridone. 

A knowledge, attitude and practice based study conducted in Norway spread light that ADRs 

can be prevented by conscious behavior and spontaneous reporting.[12] A Bulgarian study 

reported that the ADR frequency of individual psychotropic drugs studied is less than 

1%.[13] 

Regarding causality assessment, our study had no "certain" cases on WHO causality 

assessment scale since the suspected ADRs were mostly of mild to moderate severity and 

hence did not require withdrawal of therapy. In cases where dechallenge was done, 

rechallenge was not attempted with the offending drug while in the Brazilian study where 24 

cases were found to be "definite" after rechallenge was attempted.[11] 

Regarding severity assessment, our study had no cases of life threatening “severe” category 

while in the Brazilian study 12 cases were found to be life threatening “severe” 

category.[11] 

 

LIMITATIONS OF OUR STUDY: 

 

 Being an OPD-based study, it is possible that we had missed ADRs that were 

transient or too mild to have inconvenienced the patient to an extent sufficient to 

report to the doctor on the next hospital visit.  

 We had not taken diet and other confounding factors into the account which might 

have influenced weight changes. 

 Apart from routine haematological and clinical chemistry reports (e.g., blood sugar, 

liver function test), we could not generally order tests like ECG screening of patients 

for QT interval prolongation. 

 There was no access to therapeutic drug monitoring (TDM) for any drug in our 

hospital setting. However, though TDM of psychotropic agents has been employed, 
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there is lack of consensus regarding its optimum use in clinical practice .[14]  

 For logistical reasons, we screened patients on three fixed days of each week, rather 

than rotating days, and this could introduce potential bias in the sample. 

 

CONCLUSION: 

Our study builds up the ADR profile of psychotropic drugs likely to be encountered in 

outdoor patients of an Indian tertiary care teaching hospital. Any therapeutic process 

involving administration of medication has the inherent possibility of producing undesirable 

adverse reaction to the patients should be constantly reminded of that possibility and thus, 

advised to prescribe the drugs in cases of real clinical necessity. Although this postmarketing 

surveillance study can‟t provide true incidence or prevalence figures, it offers a 

representative idea of the ADR profile of psychotropic drugs likely to be encountered in 

ambulatory patients.  

The strengthening of existence of Governmental Pharmacovigilance Programme of India 

(PvPI) is essential in order to collect and disseminate information to healthcare professionals 

about the occurrence of adverse reactions, takes precautions to prevent as well as to treat 

them and thus, improve the quality of patient care by ensuing safer use of drugs. Constant 

vigil in detecting ADRs and subsequent dose adjustments can make therapy with 

psychotropic drugs safer and more effective in turn should improve the patient‟s compliance. 

ADRs can perhaps also be reduced by using less medication and with adequate knowledge 

of drug interactions. 

 

REFERENCES:  

1. Aronson JK. Risk perception in drug therapy. Br J Clin Pharmacol. 2006;62:135–7. 

2. Rani FA, Byrne PJ, Murray ML, Carter P, Wong IC. Paediatric atypical 

antipsychotic monitoring safety (PAMS) study: Pilot study in children and 

adolescents in secondary- and tertiary-care settings. Drug Saf. 2009; 32:325–33. 

3. Glassman AH, Bigger JJ. Antipsychotic drugs, prolonged QTc interval, torsades de 

pointes and sudden death. Am J Psychiatry. 2001; 158:1774–82. 

4. Faich GA. US adverse drug reaction surveillance 1984-1994. Pharmacoepidemiol 

Drug Saf. 1996; 5:393–8. 

5. Cooper C, Bebbington P, King M, Brugha T, Meltzer H, Bhugra D, et al. Why 

people don‟t take their psychotropic drugs as prescribed: Results of the 2000 

National Psychiatric Morbidity Survey. Acta Psychiatr Scand. 2007;116:47–53. 

6. Bavdekar SB, Karande S. National pharmacovigilance program. Indian Pediatr. 

2006;43:27–32. 

7.  Uppsala: The Uppsala Monitoring Centre; 2005. The use of the WHO-UMC system 

for standardized case causality assessment [monograph on the Internet] Available 

from: http://www.who-umc.org/graphics/4409.pdf [last accessed on 2010 Mar 15] 

8. Hartwig SC, Siegel J, Schneider PJ. Preventability and severity assessment in 

reporting adverse drug reactions. Am J Hosp Pharm 1992; 49:2229-32. 

9. http://cdsco.nic.in/pharmacovigilance_intro.htm. [last accessed on 2012 September 

20] 

10. Sengupta et al. Adverse drug reaction monitoring in psychiatry outpatient department 

of an Indian teaching hospital. IJP 2010; 43:36-39.  

11. Carlini AE, Nappo AS. The pharmacovigilance of psychoactive agents in Brazil. Rev 

http://www.who-umc.org/graphics/4409.pdf


International Journal of Pharmaceutical Science and Health Care                              Issue 4, Vol 2.March- April 2014 

Available online on http://www.rspublication.com/ijphc/index.html                                                 ISSN 2249 – 5738 

R S. Publication, rspublicationhouse@gmail.com Page 184 
 

Bras Psiquiatr 2003; 25:200-5. 

12.  Castberg I, Reimers A, Sandvik P, Aamo TO, Spiqset O. Adverse drug reactions of 

antidepressants and antipsychotics: Experience, knowledge and attitudes among 

Norwegian psychiatrists. Nord J Psychiatry 2006; 60:227-33.  

13. Dimitrova Z, Doma A, Petkova V, Getov I, Verkkunen E. Psychotropic drugs in 

Bulgaria-frequency and risk of adverse drug reactions. Boll Chim Farm. 2002; 

141:75–9.  

14. Baumann P, Heimke C, Ulrich S, Eckermann G, Gaertner I, Gerlach M, et al. The 

AGNP-TDM expert group consensus guidelines: Therapeutic drug monitoring in 

psychiatry. Pharmacopsychiatry 2004; 37:243-65.  

 

 

 

 

 


