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PART B – TECHNICAL ETAILS 

1 Title of the dissertation “CLINICAL FEATURES ,MATERNAL AND 

FETAL OUTCOMES OF COVID-19 IN 

PREGNANCY” 

O H Introduction 
 

A. Problem statement The World Health Organization declared a global 

pandemic of coronavirus disease 2019 (covid-19) 

caused by severe acuterespiratory syndrome 

coronavirus 2 (SARS-CoV-2) in March 2020.(1) 

As the number of confirmed cases increases, 

evidence on the transmission, incidence, and effect 

of SARS-CoV-2 infection in mothers and their 

babies remains limited. Pregnant women are not 

thought to be more susceptible to the infection than 

the general population.(2)(3) However, changes to 

the immune system mean that pregnant women 

may be more vulnerable to severe infection.(4) 

Evidence from other similar viral illnesses, such as 

influenza A/H1N1,(5-8) severe acute respiratory 

syndrome(9) and Middle Eastrespiratory 

syndrome(10,11) suggest that pregnant women are 

at greater risk of severe maternal and neonatal 

morbidity and mortality. Some evidencesuggests 

that the risk of critical illness may be greatest inthe 

later stagesof pregnancy.(5,10) 



 
B.Rationale and Novelty As Covid 19 Is a pandemic and is affecting 

people adversely and it being a new emergence 

we know little about the behavior of same, the 

rationale behind this study would be to 

undertstand the effects it has on pregnancy 

which will help us for better management of the 

same. 

C. Expected outcome and application By understanding impact of the disease on 

pregnancy it will improve our management for 

same.(maternal as well as fetal) 

3 Research question(s) What Is impact of Covid 19 on Pregnancy 

(Maternal and associated Fetal outcomes) ? 

4 Research hypothesis (es), if any - 

5 Objectives of the Study: 
 

A. Primary objective 

 
B. Secondary objective 

To study the maternal outcomes of 

Covid-19 in pregnancy 

 

To study the fetal outcomes of Covid-19 

in pregnancy 

 
Review of literature 1. In December, 2019, a series of pneumonia 

cases ofunknown cause emerged in Wuhan 

(Hubei, China), withclinical presentations 

resembling viral pneumonia.(1) From a 

retrospective, single- 

centrestudyatTongjiHospital,Tongji Medical 

College, Huazhong University of Scienceand 

Technology (Wuhan, China).Seven patients, 

admitted from Jan 1, to Feb 8, 2020, The mean 

age of the patientswas 32 years (range 29–34 

years) and the mean gestational age was 39 

weeks plus 1 day (range 37 weeksto 41 weeks 

plus 2 days). Clinical manifestations were fever 

(six   [86%]   patients),   cough   (one   [14%] 

patient),shortness    of    breath    (one    [14%] 



  patient), and diarrhea (one [14%] patient). All 

the patients had caesarean section within 3 

days of clinical presentation with anaverage 

gestational age of 39 weeks plus 2 days. The 

finaldate of followup was Feb 12, 2020. The 

outcomes of the pregnant women and neonates 

were good. Threeneonates were tested for 

SARS-CoV-2 and one neonate was infected 

with SARS-CoV-2 36 h after birth. 

Thematernal, fetal, and neonatal outcomes of 

patients who were infected in late pregnancy 

appeared very good, andthese outcomes were 

achieved with intensive, active management 

that might be the best practice in theabsence of 

more robust data. The clinical characteristics of 

these patients with COVID-19 during 

pregnancy weresimilar to those of non- 

pregnant adults with COVID-19 that have been 

reported in the literature. (11) 

2. In national prospective observational cohort 

study using the UK Obstetric Surveillance 

System(UKOSS).2the estimated incidence of 

admission to hospital with confirmed SARS- 

CoV-2 infection in pregnancy was 4.9 (95% 

confidence interval 4.5 to5.4) per 1000 

maternities. 233 (56%) pregnant women 

admitted to hospital with SARS-CoV-2 

infection in pregnancy were from black or 

other ethnic minority groups, 281 (69%) were 

overweight or obese, 175 (41%) were aged 35 

or over, and 145(34%) had pre-existing 

comorbidities. 266 (62%) women gave birth or 

had a pregnancy loss; 196 (73%) gave birth at 

term. Forty one (10%) women admitted to 

hospital needed respiratory support, and five 

(1%) women died. Twelve (5%) of 265 infants 



  tested positive for SARS-CoV-2 RNA, six of 

them within the first 12 hours after birth. Most 

pregnantwomen admitted to hospital with 

SARS-CoV-2 infection were in the late second 

or third trimester, supporting guidance for 

continued social distancingmeasures in later 

pregnancy. Most had good outcomes, and 

transmission of SARS-CoV-2 to infants was 

uncommon. The high proportion of women 

from black or minority ethnic groupsadmitted 

with infection needs urgent investigation and 

explanation (12) 

3. Eighteen articles reporting data from 108 

pregnancies between 8 December 2019 and 1 

April 2020 were included in the current study. 

Most reports described women presenting in 

the third trimester with fever (68%) and 

coughing (34%).Lymphocytopenia (59%) with 

elevated C-reactive protein (70%) was 

observed and 91% of the women were 

delivered by cesarean 

section.Threematernalintensive care unit 

admissions were noted but no maternal deaths. 

One neonatal death and one intrauterine death 

were also reported. Although themajority of 

mothers were discharged without any major 

complications, severe maternal morbidity as 

aresult of COVID-19 and perinatal deaths were 

reported. Vertical transmission of the COVID- 

19 could not be ruled out. Careful monitoring 

of pregnancies with COVID-19 and measures 

toprevent neonatal infection are warranted.(13) 



   

ZA Methodology 
 

A. Study design Descriptive- Observational study 

 
B. Study participants (human, animals or 

both) 

Human 

 
i. Inclusion criteria All Pregnant women tested positive for COVID- 

19 by Real Time-PCR/ RAPID test 

All Pregnant women who tested negative for 

COVID-19 by Real Time PCR/RAPID test 

 
NIL 

 

 

 

 

 

 
NIL 

 

 

 

 

 

 

NIL 

 

 
ii. Exclusion criteria 

 
iii. Withdrawal criteria, if any (trial- 

related therapy, follow-up and 

documentation are terminated 

prematurely as it is indicated to ensure 

safety of theparticipants) 

iv. Rescue criteria, if applicable ( y. 

starting symptomatic therapy either to 

control symptoms of disease or to 

overcome lack of adequate efficacy of 

the study drug orplacebo) 

v. Number of groups to be studied, 

identify groups withdefinition 

 
C. Sampling 

  

a. Samplingpopulation Pregnant women 

b. Sample sizecalculation As Covid -19 is an on going pandemic , 

sample size cannot be determined ,thestudy 

will include all pregnant women who have 

tested positive for covid 19 with Real time 

PCR/RAPID , in the specified time period . 

 
All pregnant women in specified time 

period irrespective of symptoms were 

tested for Covid 19. 



 c.Samplingtechnique Systematic sampling 

D. Randomization details (for 

interventional studies)- Intervention 

details with standardization 

techniques (drugs / devices 

/ invasive procedures / 

noninvasive procedures / 

others) 

Not applicable 

E. Ethical Clearance from the 

Institution’s Ethics Committee 

Obtained? (Copy to be 

Attached) 

OBTAINED  

(copy attatched) 

F. Study procedure 
Epidemiological, demographic, clinical, 

laboratory, management (multidisciplinary 

assessment, delivery methods, and treatments), 

and maternal and fetal (complications and 

follow-up visits) outcomes data from patients’ 

medical records. The incubation period was 

defined as the interval between the potential 

earliest date of contact of the transmission 

source (wildlife or person with suspected or 

confirmed case) and the potential earliest date 

of symptom onset (ie, cough, fever, fatigue, or 

myalgia). If data were missing from the 

records or clarification was needed, data were 

obtained by direct communication with 

attending doctors and other healthcare 

providers. 

Laboratory confirmation of SARS-CoV-2 

infection by throatswab specimens from the 



  upper respiratory tract of all the patients at 

admission were maintained in viral transport 

medium. SARS-CoV-2 infection was 

confirmed by realtime RT-PCR/Rapid. 

Various clinical, maternal, fetal outcomes will 

be studied 



 
G. Data collection methods including settings 

and periodicity 

All Pregnant who tested Covid 

Positive By RTPCR/Rapid between 

August 2020 till July 2021were 

included in the study. 

Study was conducted at Shri 

Dharmastala Manjunatheshwara 

College of medical sciences and 

hospital Dharwad. 

 
H. List of statistical tests to be used for data 

analysis 

Statistical analysis will be done using 

SPSS version 20. Continuous variables 

are directly expressed as ranges. 

Categorical variables are expressed as 

number (%) 

8 List risks and benefits of the study There are no risk as its observational study 

and there is no intervention. 

Benefits 
 

As Covid-19 is a new emergent disease our 

study will provide better insights into 

various aspects of disease. 
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PROFORMA 
 

 

NAME-  AGE-_   
 

 

IP NUMBER -  CASE NO-      
 

 

ADDRESS-  SOCIOECONOMIC STATUS-   
 

 

 
 

 

 

OBSTETRIC HISTORY 
 

 

GRAVIDA PARA ABORTION LIVE 
 

 

 

 

MENSTRUAL HISTORY 

 

 
Last Menstrual period-    

 

 

Estimated Date of delivery    
 

 

Gestational Age _   
 

 

 

 

OTHER RELEVANT HISTORY 

 

 
Contact h/o with covid positive person in recent    

 

 

Any H/o Travel in recent -    
 

 

H/o Chronic disease- 
 

 

Diabetes YES NO 
 

 

 

 

Hypertension YES NO 



Hypothyrodism YES NO 
 

 

 

 

Asthma YES NO 
 

 

Others 

 

 

 

 

 

 
PRESENTING COMPLAINTS ON ADMISSION 

 

 
Fever on admission 

 

 
Cough 

 

 
Malaise 

 

 
Dyspnea 

 

 
Sore Throat 

 

 
Diarrhea 

 

 
None 

 

 
Clinical manifestation of obstetrics 

 
 

 

 

 
 

LABORARTORY FINDINGS 

 

 
Total leucocyte count –    

 

 

C-Reactive protein    



Serum Ferritin levels    
 

 

Serum lactate dehydrogenase levels    
 

 

D-Dimer levels    
 

 

Chest Xray(if done)   
 

 

Rapid Antigen test for COVID-19    
 

 

RT-polymerase chain reaction for COVID-19    
 

 
 

 

 

 

 

 

 

 

 

 

 

 

PREGNANCY OUTCOMES – 

 

 
Vaginal delivery    

 

 

Spontaneous Instrumental 
 

 

Caesarean Section      
 

 

Elective - Emergency 
 

 

Indication     
 

 

Maternal complications    
 

 

Maternal ICU admission    
 

 

Maternal mortality    



NEONATAL OUTCOMES 
 

 

Term Preterm 
 

 

Singleton Multiple 
 

 

Male Female 
 

 

Birth weight      
 

 

APGAR Score 1min 5min 
 

 

 

 

Intrauterine fetal death    
 

 

Vertical transmission    
 

 

NICU admission    
 

 

Covid 19 tests 
 

 

Real Time PCR-  RAPID ANTIGEN -    
 

 

Any complications    
 

 

 
 



SDM MEDICAL COLLEGE & HOSPITAL CONSENT FORM 
 

Patient’s statement 
 

I voluntarily accept admission to the SDMMCH for the performance of the studies. The nature,demands 

and hazards involved in these studies have been fully explained to me. I understand that I may withdraw 

from these studies at any time for any reason. I confirm that I have passed my eighteenth birthday, the 

required minimum age necessary to take part in an adult research study. I consent to the release of 

scientific data resulting from my participation in this study to the Principal Investigator for use by her for 

scientific purposes. The principal Investigator assures my anonymity. I understand that the record of this 

experiment becomes part of my medical record and is protected as a confidential document. I understand 

that this record will only be available to physicians and investigators involved with this study. Other staff 

may be authorized by the Head to review the record for administrative purposes or for monitoring the 

quality of patient care. In the unlikely event of physical injury resulting from participation in this 

research, I understand that medical treatment will be available from the SDMMCH, including first aid, 

emergency treatment and follow –up care as needed. However, no compensation can be provided for 

medical care apart from the foregoing. I further understand that making such medical treatment available, 

or providing it, does not imply that such injury is the fault of the investigator(s).I also understand that by 

my participation in this study I am not waiving any of my legal rights. I understand that in the case of any 

problem I can contact Dr (PROF).RATHNAMALA DESAI, PRINCIPAL & DR (PROF). ASHA 

NERAVI Head of the Dept of Obstetrics and Gynaecology or any member of the Institutional Ethical 

Review Board, SDM MEDICAL COLLEGE DHARWAD 

Date: Signature:    
 

Witness: Name:    
 

Physician’s Statement: 
 

I have carefully explained the nature, demands and foreseeable risks of the above studies to the patient 
 

Date:  Signature:   



 






