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            Abstract

            
               
The incidence of Depression, Anxiety and stress among the general population is steadily increasing due to outbreak of COVID-19
                  across the globe. Beyond the risks of COVID-19, concerns have been expressed to have mental effect on the general population
                  due to COVID-19 lock down. The emotional impact is more among individuals with pre-existing medical diseases like hypertension,
                  Coronary Artery Disease, Diabetes (DM) and psychiatric illness. The lockdown results in health anxiety, this can manifest
                  as maladaptive behaviours (repeated medical consultations, avoiding health care even if genuinely ill, hoarding particular
                  items); at a broader societal level, it can lead to mistrust of public authorities and scapegoating of particular populations
                  or groups. There are very few data from India studying mental impact of lockdown due to COVID 19 among general population.
                  In our study, we will assess DAS among rural population who are accompanying the Non-COVID 19 patients at a tertiary care
                  rural hospital of central India in the era of lock down.
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               Introduction

            Depression is a mental state, indicated by disturbed sleep or appetite, feeling sadness, feelings of guilt or low self-worth,
               feelings of tiredness, loss of interest or pleasure, and poor concentration. It may be episodic due to life-altering tragedy,
               or it may be a chronic condition. It impairs a person’s ability to function appropriately with day to day activities of everyday
               life  (Sagar et al., 2020). Anxiety is defined as the feeling of worry, nervousness or unease about something with an uncertain outcome”; where-as
               “stress is the state of mental or emotional strain or tension resulting from adverse or demanding consequences”  (Bandelow & Michaelis, 2015). The global burden of disease study, in India, nearly 45 million people are leaving with depressive disorders, and 44 million
               are affected by anxiety disorders  (Sagar et al., 2020). Moreover, the prevalence of DAS is steadily rising from 1990 to 2017.
            

            At present entire human race is under the threat of COVID-19, and cases are reported in all continents across the globe and
               resulted in pandemic  (Bao, Sun, Meng, Shi, & Lu, 2020). It was first identified in Wuhan, China spreading to Europe and the United States of America. This calamity has also struck
               India gravely. As per WHO, on 11th June 2020 more than two lacs population of India are infected with COVID 19 out of which 7745 people have succumbed to the
               disease  (Dong, Du, & Gardner, 2020). While there is increasing global responsiveness towards coronavirus pandemic in the form of lockdown, quarantine, isolation
               to prevent the transmission of COVID 19, an alarm is being raised for emotional and psychological effect in terms of Depression,
               Anxiety and Stress among non-infected general population during this unique, severe conditions of lockdown  (Dong & Bouey, 2020; Montemurro, 2020). As general public does not have access to primary medical care because of mass lockdown, restrictions and absences of public
               transport, these factors may increase in psychological problems, including anxiety, depression, and stress (DAS) among the
               general population  (Duan & Zhu, 2020; Montemurro, 2020). Furthermore "unpredictability, uncertainty, the seriousness of the disease, misinformation and social isolation may contribute
               to stress and mental morbidity among the general population  (Zandifar & Badrfam, 2020). 9 reinforced in their study result that economic impact of COVID-19 affects general psychological well-being, as well as the
               possible high levels of fear and panic behaviour, such as hoarding and stockpiling of resources, in the general population.
               
            

            These emotional problems may be more pronounced in persons having non-communicable chronic comorbid diseases like Hypertension(HTN),
               Diabetes Mellitus (DM), Coronary artery diseases (CAD), and chronic pulmonary diseases (COPD). They also are at increased
               risk of mortality due to COVID 19 infection. Because of additional mental stress of COVID-19 pandemic, many physicians, researchers
               and psychiatrists have contemplated a rising trend of risk of DAS or relapse of previous mental health diseases  (Das-Munshi et al., 2007).
            

            Moreover, Ho et al. in their report discussed the role of improved screening for mental disorders, improving links between
               community and hospital services, and providing accurate information to the general public to minimise maladaptive responses
               such as "panic" and paranoia regarding the disease and its transmission  (Ho, Chee, & Ho, 2020). Lima et al. highlighted the role of anxiety as the dominant emotional response to COVID 19 outbreak, and lockdown  (Montemurro, 2020). There is also a need for adequate training of healthcare personnel to provide mental health care. 
            

            There is a lack of data in India, documenting the mental health of the general population in the era of lockdown due to COVID-19
               pandemic and lockdown. Hence we proposed this study intending to find out the prevalence of Depression, Anxiety, Stress (DAS)
               among the rural population who are accompanying the Non-COVID 19 patients at a tertiary care rural hospital in central India.
               We also want to determine the risk factors associated with DAS for early identification to prevent or minimise the psychological
               impact of COVID 19 lockdown. 
            

         

         
               Materials and Methods 

            
               Approval of ethics committee
               
            

            The study will be started after seeking ethical approval from the Datta Meghe Institute of Medical Sciences Institutional
               Ethical Committee. 

            
                  
                  Table 1

                  Classification of severity of DAS

               

               
                     
                        
                           	
                              
                           
                           

                           
                        
                        	
                              
                           
                           Depression 

                           
                        
                        	
                              
                           
                           Anxiety 

                           
                        
                        	
                              
                           
                           Stress

                           
                        
                     

                  
                  
                        
                           	
                              
                           
                           Normal

                           
                        
                        	
                              
                           
                           0-9

                           
                        
                        	
                              
                           
                           0-7

                           
                        
                        	
                              
                           
                           0-14

                           
                        
                     

                     
                           	
                              
                           
                           Mild 

                           
                        
                        	
                              
                           
                           10-13

                           
                        
                        	
                              
                           
                           8-9

                           
                        
                        	
                              
                           
                           15-18

                           
                        
                     

                     
                           	
                              
                           
                           Moderate 

                           
                        
                        	
                              
                           
                           14-20

                           
                        
                        	
                              
                           
                           10-14

                           
                        
                        	
                              
                           
                           19-25

                           
                        
                     

                     
                           	
                              
                           
                           Severe

                           
                        
                        	
                              
                           
                           21-27

                           
                        
                        	
                              
                           
                           15-19

                           
                        
                        	
                              
                           
                           26-33

                           
                        
                     

                     
                           	
                              
                           
                           Extremely severe

                           
                        
                        	
                              
                           
                           28+

                           
                        
                        	
                              
                           
                           20+

                           
                        
                        	
                              
                           
                           34+

                           
                        
                     

                  
               

            

             Study design

            This will be a single-centre cross-sectional study using validated DASS-21 English and Marathi involving self-administered
               questionnaire.
            

            
               Study setting
               
            

            This study will be conducted among the participants attending medicine OPD in Acharya Vinoba Bhave Rural Hospital (AVBRH),
               DMIMSU, Sawangi, Wardha, Maharashtra. AVBRH hospital caters to the rural population of Wardha district of Maharashtra. During
               Lockdown district, borders are sealed, and public transport is not available. Private vehicles or ambulance is allowed to
               cross the district border after availing permission from collector office. After procuring the permissions, patients of surrounding
               districts like Yeotmal, Chandrapur, Gadchiroli, Bhandara, Nagpur and Amaravati of Maharashtra obtain medical opinion and services
               from AVBRH. 
            

            
               Study population
               
            

            
               Inclusion criteria
               
            

            
                  
                  	
                     Asymptomatic patient’s relatives accompanying the Non-COVID-19 patient attending the medicine OPD will be included in the
                        study. The non-COVID-19 patient is a patient who does not have symptoms and sign of COVID-19 (as per the WHO case definition
                        of COVID-19) (9). 
                     

                  

                  	
                     Asymptomatic adult (more than 18 years) participants with either gender. 

                  

                  	
                     The participant with comorbid conditions like Hypertension (HTN), Diabetes Mellitus (DM), Coronary artery diseases (CAD),
                        and chronic pulmonary diseases (COPD) will be included.
                     

                  

               

            

            
               Exclusion criteria
               
            

            
                  
                  	
                     Participants with any symptoms of the respiratory, cardiac or abdominal system. 

                  

                  	
                     Participants with any mental illness, any drugs affecting mood, affect and behaviour, cognitive impairment, malignancy, or
                        chronic kidney diseases. 
                     

                  

               

            

            
               Sample size
               
            

            The Sample size of our study will be 246 anticipated population proportions of DAS as 20% with 95% confidence interval and
               absolute precision of 5 % points  (Charan & Biswas, 2013). 

            
               Data collection tools and measurements
               
            

            The persons who can read, understand and write English will be given an English version of the DASS-21 questionnaire  (Lovibond & Lovibond, 1995). As a most common language spoken in our rural population is Marathi, hence validated DASS 21 questionnaire translated in
               Marathi will be used for detection of DAS. The questionnaire will be self-administered.  The questionnaire contains four sections
               (i) socio-demographic information (ii) knowledge about COVID 19 (iii) Presence of comorbid condition and (iv) 21 questions
               for detection of DAS, will be given to the patient’s relatives when attending medicine OPD. 
            

            The socio-demographic profile like age, gender, professions, marital status, education level, occupations and household income
               will be documented. Factors which may influence the incidence, prevalence and severity of DAS such as smoking status, presence
               of co-morbidities, like the history of diabetes mellitus, hypertension, CAD, chronic pulmonary diseases and psychiatric illness
               will also be noted.  
            

            The identification of DAS will be made using validated DASS-21 questionnaire. It consists of three self-reported scales, which
               are devised to measure the negative mental states of DAS. The DASS-21 census has 21 questions, which assess the symptoms of
               depression, anxiety and stress, respectively  (Lovibond et al., 1995). The patients will be asked to rate their experience on each symptom on a 4-point severity scale ranging from '0' (does
               not apply to me), to '3' (applies to me most of the time). The DASS-21 questionnaire will be translated into the Marathi language,
               which has been validated for its use. 
            

            Scores of each scale will be added up and multiplied by two and then classified as usual, mild, moderate, severe and extremely
               severe as per the total score, according to DASS manual tool generated by Sydney: Psychology Foundation in 1995. 
            

            
               Data collection procedure
               
            

            All the study participants will be screened for symptoms for COVID 19 at the screening OPD. The patient and their relative
               are asked to wash hands at screening OPD. The temperature of the patient and patient’s relative is taken by Health care workers
               by Touchless thermometer. Once the temperature is average, patients can be allowed to attend Medicine OPD. If the temperature
               is found to be raised, they are admitted at the suspect ward and the isolation of their relatives. In Medicine OPD, Patients
               relative will be screened for study eligibility criteria by trained Investigators.  
            

            The eligible study participants giving informed written consent will be asked to fill a questionnaire to their best knowledge
               and feelings. They will be provided with patient socio-demographic information sheet, the pilot-tested English and Marathi
               version of the DASS-21 self-administered questionnaire. The questionnaire will be filled up while awaiting their turn to be
               seen by the doctor. During the consultation with the doctor, the survey will be checked for its completion. 
            

            Safety measures like hand washing before entering Medicine OPD, use of mask and physical distancing in the waiting area, using
               alcohol rub before and after filling the Pro-forma, will be maintained. After filling the questionnaire, all the forms collected
               at the end of a single day will be kept in a sealed box. The box will be opened on the fourth day, and data will be explored.
            

            
               Data analysis
               
            

            Data will be checked for inconsistency and completeness. DASS 21 is a collection of seven self-answered questions for detecting
               Depression, Anxiety and Stress. Scores on each scale will be added up and multiplied by two and then classified as usual,
               mild, moderate, severe and extremely severe as per the total score, according to the DASS manual tool generated by Sydney:
               Psychology Foundation in 1995  (Lovibond et al., 1995) as shown in Table  1. 
            

            All analyses will be pre-specified, and codes and will be ready for the review. Analyses will be done with Stata MP (version
               14). All continuous variables will be expressed as mean and standard deviation. All Categorical variables will be expressed
               as frequency and percentage. The core outcome variables will be depression, anxiety, and stress.
            

         

         
               Discussion

            We will be able to find out the prevalence of Depression, Anxiety, Stress (DAS) among the rural population who are accompanying
               the Non-COVID-19 patients at a tertiary care rural hospital of central India during lockdown. We will also be able to determine
               the risk factors associated with DAS. We will discuss our findings of this study and compare it with the other relevant reviews.
               
            

            This study will help clinicians in early identification of DAS, and its risk factors and to prevent or minimise the psychological
               impact of COVID 19 lockdown. It will also help the policymakers to frame policies keeping in view the mental health status
               of the general population. We will conclude the study based on the result observed in the study.
            

         

         
               Conclusion

            The COVID-19 pandemic and lockdown have led to varying mental health problems response in the general population, among healthcare
               workers, and in vulnerable populations. There is a need for further research, to assess the effect of covid 19 pandemics and
               resulting lockdown in India, particularly in the rural community where mental health infrastructure is less developed, and
               the impact is likely to be more severe.
            

         

      

      
         
               Acknowledgement

            Nil.

            
               Funding Support
               
            

            Nil.

            
               Conflict of Interest
               
            

            Nil.

         

         
               References

            
                  
                  
                     
                        1 
                              

                     

                     Sagar, R, Dandona, R, Gururaj, G, Dhaliwal, R S, Singh, A, Ferrari, A, Dua, T, Ganguli, A, Varghese, M, Chakma, J K, Kumar,
                        G A, Shaji, K S, Ambekar, A, Rangaswamy, T, Vijayakumar, L, Agarwal, V, Krishnankutty, R P, Bhatia, R, Charlson, F & Dandona,
                        L,   (2020). The burden of mental disorders across the states of India: the Global Burden of Disease Study 1990-2017. The Lancet Psychiatry, 7(2), 148–161.
                     

                  

                  
                     
                        2 
                              

                     

                     Bandelow, B & Michaelis, S,   (2015). Epidemiology of anxiety disorders in the 21st century. Dialogues in clinical neuroscience, 17(3), 327–335.
                     

                  

                  
                     
                        3 
                              

                     

                     Bao, Yanping, Sun, Yankun, Meng, Shiqiu, Shi, Jie & Lu, Lin,   (2020). 2019-nCoV epidemic: address mental health care to empower society. The Lancet, 395(10224), e37–e38. 10.1016/s0140-6736(20)30309-3

                  

                  
                     
                        4 
                              

                     

                     Dong, Ensheng, Du, Hongru & Gardner, Lauren,   (2020). An interactive web-based dashboard to track COVID-19 in real time. The Lancet Infectious Diseases, 20(5), 533–534. 10.1016/s1473-3099(20)30120-1

                  

                  
                     
                        5 
                              

                     

                     Montemurro, Nicola,   (2020). The emotional impact of COVID-19: From medical staff to common people. Brain, Behavior, and Immunity, 87, 23–24. 10.1016/j.bbi.2020.03.032

                  

                  
                     
                        6 
                              

                     

                     Dong, L & Bouey, J,   (2020). Public Mental Health Crisis during COVID-19 Pandemic. China. Emerging Infectious Disease Journal, 26(7).
                     

                  

                  
                     
                        7 
                              

                     

                     Duan, Li & Zhu, Gang,   (2020). Psychological interventions for people affected by the COVID-19 epidemic. The Lancet Psychiatry, 7(4), 300–302. 10.1016/s2215-0366(20)30073-0

                  

                  
                     
                        8 
                              

                     

                     Zandifar, Atefeh & Badrfam, Rahim,   (2020). Iranian mental health during the COVID-19 epidemic. Asian Journal of Psychiatry, 51. 10.1016/j.ajp.2020.101990

                  

                  
                     
                        9 
                              

                     

                     Shigemura, Jun, Ursano, Robert J., Morganstein, Joshua C., Kurosawa, Mie & Benedek, David M.,   (2020). Public responses to the novel 2019 coronavirus (2019‐nCoV) in Japan: Mental health consequences and target populations.
                        Psychiatry and Clinical Neurosciences, 74(4), 281–282. 10.1111/pcn.12988

                  

                  
                     
                        10 
                              

                     

                     Das-Munshi, Jayati, Stewart, Rob, Ismail, Khalida, Bebbington, Paul E., Jenkins, Rachel & Prince, Martin J.,   (2007). Diabetes, Common Mental Disorders, and Disability: Findings From the UK National Psychiatric Morbidity Survey. Psychosomatic Medicine, 69(6), 543–550. 10.1097/psy.0b013e3180cc3062

                  

                  
                     
                        11 
                              

                     

                     Ho, Cyrus Sh, Chee,  Cornelia Yi & Ho, Roger Cm,   (2020). Mental Health Strategies to Combat the Psychological Impact of COVID-19 Beyond Paranoia and Panic. Annals of the Academy of Medicine, Singapore, 49(3), 155–160.
                     

                  

                  
                     
                        12 
                              

                     

                     Charan, Jaykaran & Biswas, Tamoghna,   (2013). How to calculate sample size for different study designs in medical research? Indian Journal of Psychological Medicine, 35(2), 121–126. 10.4103/0253-7176.116232

                  

                  
                     
                        13 
                              

                     

                     Lovibond, S H & Lovibond, P F,   (1995). Psychology Foundation Monograph. In: Manual for the depression anxiety stress scales (2nd ed.).  Sydney: Sydney: Psychology Foundation of Australia.   2nd Edition
                     

                  

               

            

         

      

      

   EPUB/nav.xhtml

    
      Depression, Anxiety and Stress among the general population in the time of COVID-19 lockdown: A cross-sectional study protocol


      
        		
          Content
        


      


    
  

