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QUESRIES RAISED CHANGES MADE 

1. Avoid mentioning the name of the 
Institute in novelty, objectives 

Changed to “ in a tertiary care center” 

2. List the parameters  or risk factors  to 
be evaluated in the method of 
collection of data with details. 

All pregnant women above 35 years of age 

admitted at a tertiary care hospital will be 
recruited for the study after obtaining an 

informed consent. Maternal risk factors such as 

pregnancy induced hypertension, gestational 

diabetes mellitus, amniotic fluid disorders, 
premature rupture of membranes, antepartum 

hemorrhage , obstetric outcomes both maternal 

and fetal outcomes will be studied using a 
structured questionnaire and antenatal records. 

A control group of women less than 35 years of 

age will be studied simultaneously using the 

same technique and analyzed using a descriptive 
statistics. 

3. Calculate the appropriate sample size 
and mention the basis of derivation of 
sample size 

Using the formula 

(p1q1+p2q2)(Z 1-alpha/2 + Z 1-beta)
2 /(P1-P2)

2 

alpha: 1.96 (5%) 

beta: 0.84 (80%) 

p1:24 % 

q1:76% 
p2: 6% 

q2:94% 

Total sample size 116 

 

4. Prepare the informed written consent 
form as per the provided template of 
the PGRC and IEC. 

Required Informed consent has been attached. 

5. Correct the grammatical mistakes, use 
future tenses in the synopsis ( except 
introduction) 

Necessary changes made wherever applicable. 

 

 

  



PG DEGREE (Batch 2020-21) SYNOPSIS FORMAT 

 

PART A – GENERAL INFORMATION 
1 Title of the Dissertation Prospective study to evaluate the obstetric 

outcomes in pregnant women over 35 years 
of age. 

2 A. Name of the Candidate with mobile number and email 

ID: 

Dr. Chandhini Madhav Sanil 

+919740444457 

chandni.sanil@gmail.com 

3 B. Name of the Institute: SDM College of Medical Sciences & 

Hospital, Dharwad - 580009  

4 C. University Registration Number: 21MPG066 

5 D. Name of the programme studying: M.S. Obstetrics and Gynaecology 

6 E. University Program Code: 2.3.5 

7 F. Year of Admission: 2022 

8 G. Month and year of appearing for final examination March 2025 

9 H. Month and year of submitting Dissertation August 2024 

10 I. Name (s), Designation (s) & Addresses of the guide and 
co-guide (s) with mobile numbers and email ID 

Dr. Sunita .T. H 
Professor 

Department of Obstetrics and Gynaecology 

SDM College of Medical Sciences and 
hospital, Dharwad 

+919740420913 

srposdm@yahoo.com 

11 A. State whether the study is intradepartmental or 
interdepartmental: 

Intradepartmental 

B. If the study is interdepartmental: 

i. Mention the names of collaborating departments 

ii. Mention whether consent has been obtained from 
them (Copy to be Attached) 

Not Applicable 

12 Total funds required for the study (in rupees): Nil 

13 Source of funding - 

PART B – TECHNICAL DETAILS 

1 Title of the dissertation PROSPECTIVE STUDY TO EVALUATE 

THE OBSTETRIC OUTCOMES IN 

PREGNANT WOMEN OVER 35 YEARS 

OF AGE. 
 

2 Introduction In the past three decades, many women 

have delayed pregnancy, mainly for 

educational, social, and e conomic 

reasons. Advanced maternal age is defined 

as age 35 years or older. Delaying child 

bearing in older women has become a 

recent trend. Reasons often include their 

desire to continue education, professional 

commitments, increased availability of 

Assisted Reproductive Techniques and 

revolution in contraception has made it 

possible for women to choose when to 



have her first child, thereby postponing 

their first pregnancy. Increased health risks 

to older mothers and infants have been 

well documented over the last decade and 

have provided insight on the association of 

advanced maternal age and adverse 

pregnancy outcomes for both mother and 

the child, thereby making it important to 

study the outcomes for prevention and 

better management of late pregnancies.  

 

 

A. Problem statement Advanced maternal age is usually 

associated with several adverse pregnancy 

outcomes including preterm birth, low 

birth weight, still birth, chromosomal 

defects, labor complications, and 

caesarean section. Therefore, it is 

considered to be a high risk pregnancy, 

especially considering advanced age 

associated with medical conditions. 

However, little is known about the 

outcomes and how women of advanced 

maternal age perceive their pregnancy 

risk. Understanding perception of 

pregnancy risk is important as it can 

affect women’s health care use, 

pregnancy and labor decisions, adherence 

to medical recommendations, thereby 

making it important to study the effects 

of advanced maternal age pregnancy 

outcomes. 

B. Rationale Pregnancy in elderly is often associated 

with various risk factors. This present study 

aims to identify and evaluate the maternal 

and fetal outcomes in women over 35 years 
of age and complications associated with it. 

C. Novelty Pregnancy outcomes under 19 years of age 

has been thoroughly studied as it is a public 
health concern. But there are limited studies 

on pregnancy outcomes in advanced 

maternal age (above 35 years). This study 

aims at identifying the obstetric 
complications, risk factors in our institution 

for better management and also for 

prevention of late pregnancies by providing 
health education.   

D. Expected outcome and application To study the pregnancy outcomes in 

women over 35 years of age, its 

complications for early intervention and 
better management. 

3 Research question(s) What are the obstetric challenges in 

pregnant women above 35 years of age? 

4 Research hypothesis (es), if any Advanced maternal age may cause adverse 



maternal and fetal complications. 

5 Objectives of the Study: 

A. Primary objective(s) 
 

 

B. Secondary objective(s) 

To evaluate maternal and fetal outcomes in 

women over 35 years of age at a tertiary 
care hospital. 

 

To identify the obstetrical complications 
and risk factors in women over 35 years of 

age at a tertiary care hospital. 

6 1. Review of literature 1. Pregnancy in women aged 35 years 

and above: A Prospective 
Observational Study conducted by 

Anuya A Pawde 1, Manjiri P 

Kulkarni et al. 
Place of study: Department of 

Obstetrics and Gynecology, 

Jehangir Hospital, 32, Sassoon 
Road, Pune, 411001 Maharashtra 

India. 

 

Pregnancy is affected by maternal 
age from conception till delivery. 

Various studies have been 

conducted globally to study this 
effect; few in developing countries. 

Maternal age is increasing in 

developing countries as well, so we 

have conducted this study. 
 

Method: This was a prospective 

observational study consisting of 
1,263 women booked at Jehangir 

hospital during a period of 2 years, 

fulfilling inclusion criteria and 
consenting for the study. They were 

divided into two groups; women 

aged 35 years and above and 

women less than 35 years of age. 
Pregnancy outcomes were studied 

in terms of antepartum, intrapartum 

and postpartum complications. 
Neonatal outcomes were studied in 

terms of birth weight and NICU 

admissions. Data was analyzed 
statistically using statistical 

package for social sciences version 

17, by applying Chi square test and 

Fisher exact test. A p value below 
0.05 was considered significant. 

 

Results: Women aged 35 years and 
above constituted 9.63 % of the 

total study population. Most were 

multigravidae. Rate of assisted 

conception was significantly higher 
among women aged 35 years and 

above; early pregnancy loss was 

also high in this group. Pre-



eclampsia and abruption were 

significantly higher among them. 
Neonatal outcomes were 

comparable. 

Conclusion: Women with advanced 

maternal age are at higher risk of 
complications from conception till 

delivery and should be provided 

close supervision for better 
pregnancy outcome. 

 

2. Obstetric Outcome in Elderly 
Mothers aged 35 Years and above: 

Comparative Study conducted by 

Neerja Singal, Geetanjali Setia, 

Kiran Kumar Singal et al.  
Place of study: M.M.Medical 

College & Research Centre, 

Mullana, Ambala (Haryana) India. 
 

Introduction: Many women 

increasingly delay pregnancy and 

childbirth into their later decades of 
life because of different reasons, 

such as delay in marriage, 

educational and professional 
reasons. Advanced maternal age 

has been regarded as a risk factor 

for complications in pregnancy. 
 

Objective: This study is aimed at 

comparing the obstetric outcomes 

of pregnancy in women aged 35 
years and above. 

 

Methods: Prospective comparative 
observational study was done over 

a period of 2 year at the 

M.M.Medical College & Research 
Centre, Mullana, Ambala 

(Haryana) India. 

 

Forty pregnant women of age 35 
years and above at any gestational 

age were taken into the study 

population irrespective of the 
parity. Forty control population 

was pregnant women of age 20-34 

years of any parity. 

 
Results: The incidence of pre-

gestational diabetes, gestational 

diabetes and preeclampsia was 
found to be higher in the study 

group. 65% patients in the study 

group had Cesarean section. 25% 
underwent vaginal delivery. In the 



control group, 80% delivered 

vaginally. This study did not find 
any increased incidence of 

malpresentation in elderly women. 

 

Conclusion: Pregnancy in older 
multiparous women seem to have 

higher rates of obstetric 

complications and such as 
hypertension, diabetes. Women 

should be informed that the risk of 

pregnancy complications increases 
with age. 

 

3. Advanced maternal age and 

obstetric outcome. 
Ritu et al. Int J Reprod Contracept 

Obstet Gynecol. 2020 

Mar;9(3):1159-1163 
Place of study: Department of 

Obstetrics and Gynecology, Adesh 

Institute of Medical Sciences and 

Research,Bathinda, Punjab, India 
 

The objective of this study was to 

compare the adverse obstetric and 
perinatal outcome of pregnancies in 

women with advanced maternal age 

> 35 years with that of younger 
women in age group 20-34 years. 

 

Methods: A retrospective 

comparative study was carried out 
in department of obstetrics and 

gynecology at Adesh Medical 

College over the period of one year 
from June 2017 to June 2018. The 

obstetric and perinatal outcome of 

100 women with advanced 
maternal age (study group) was 

compared with those of 100 

younger women aged 20-34 years 

(control group) 
 

Results: Among antenatal 

complications, women of advanced 
maternal age had increased 

incidence of hypertensive disorder 

of pregnancy (26.6% versus 4.4%; 

p = 0.00009) and breech 
presentation (8.8% versus 1.1%; p 

= 0.04). The rate of caesarean 

delivery was significantly higher in 
advanced maternal age (28.8% 

versus 17.7%; p = 0.05). In 

perinatal outcome, older women 
had significantly higher incidence 



of perinatal death (7.7% versus 0%; 

p = 0.01). 
 

Conclusions: Thus, from this study, 

it can be concluded that advanced 

age women had higher incidence of 
hypertensive disorder of 

pregnancies and mal presentation, 

were more likely to deliver by 
caesarean section and had increased 

incidence of perinatal death. 

7 4. Methodology All pregnant women above 35 years of age 

admitted at a tertiary care hospital will be 
recruited for the study after obtaining an 

informed consent. Maternal risk factors 

such as pregnancy induced hypertension, 
gestational diabetes mellitus, amniotic fluid 

disorders, premature rupture of membranes, 

antepartum hemorrhage , obstetric 
outcomes both maternal and fetal outcomes 

will be studied using a structured 

questionnaire and antenatal records. A 

control group of women less than 35 years 
of age will be studied simultaneously using 

the same technique and analysed using a 

descriptive statistics. 

A. Study design Prospective Observational Study 

B. Study participants (human, animals or both) Human 

i. Inclusion criteria 

 
 

 

 

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 
the participants)  

 

 
 

 

iv. Rescue criteria, if applicable (starting 
symptomatic therapy either to control symptoms 

of disease or to overcome lack of adequate 

efficacy of the study drug or placebo)                          

                                           
v. Number of groups to be studied, identify groups 

with definition 

1. Confirmed pregnancy in women 

over 35 years of age admitted in a 
tertiary care hospital. 

 

 

Nil 
 

 

 
 

 

Not applicable 

 
 

 

 
 

 

Not applicable 
 

 

 

 
 

2 groups. 

Study group: Pregnant women above 35 
years of age. 

Control: Pregnant women less than 35 years 

of age.  



 

C. Sampling  

a. Sampling population 
 

 

 
 

 

b. Sample size calculation 
 

 

 

 
 

 

 
 

c. Sampling technique 

 

All pregnant women over 35 years admitted 
in a tertiary care hospital willing to 

participate in the study. 

 
 

Using the formula 

(p1q1+p2q2)(Z 1-alpha/2 + Z 1-beta)
2 /(P1-P2)

2 

alpha: 1.96 (5%) 

beta: 0.84 (80%) 

p1:24 % 

q1:76% 
p2: 6% 

q2:94% 

Total sample size 116 
 

Convenience sampling 

D. Randomization details (for interventional studies)- 

Intervention details with standardization techniques 
(drugs / devices / invasive procedures / noninvasive 

procedures / others) 

Nil 

E. Ethical Clearance from the Institution’s Ethics 
Committee Obtained? (Copy to be Attached) 

Awaited 

F. Study procedure Prospective study 

G. Data collection methods including settings and 

periodicity 

The data will be collected from all the 

patients who would give consent and are 
willing to be part of the study. 

H. List of statistical tests to be used for data analysis Statistical package for social sciences 

(SPSSversion.20) will be used for data 

analysis Descriptive statistical study will be 
done Calculated p value<0.05 will be 

considered significant. 

I. If it’s a Clinical Trial:Clinical Trials Registry of 

India or equivalent registration number to be 
mentioned 

Not applicable 

8 5. List risks and benefits of the study Better management and to prevent 

complications/ improved maternal and fetal 
outcome in advanced maternal age. 

9 6. Relevant references for the project 

(Minimum 10, Maximum 20) (in Vancouver style) 

1. Bayrampour H, Heaman M, 

DuncanKA, and Tough 

S,“Advanced maternal age and risk 
perception:  a qualitative study,” 

BMC Pregnancy Childbirth, 2012; 

vol. 12, article 100. 
2. Berkowitz GS, Skovron ML, 

Lapinski RH, Berkowitz 

RL.Delayed childbearing and the 

outcome of pregnancy.N Engl J 
Med 1990;322:659–64. 

3. Prysak M, Lorenz R, Kisly A. 

Pregnancy outcome in nulliparous 
women 35 years and older. Obstet 

Gynecol.1995;85:65–70. 

4. Seoud M, Nassar AH, Usta IM, 
Melhem Z, Kazma A,Khalil AM. 

Impact of advanced maternal age 



on Pregnancy out come. Am J 

Perinatol 2002;19:1–7. 
5. Ales K, Druzin M, Santibi D. 

Impact of advanced maternal age 

on the outcome of pregnancy. Surg 

Gynecol Obstet.1990; 171:209 –16. 
6. Sahu T. Meenakshi, Agarwal 

Anjoo, Das Vinita. Advanced 

maternal age and obstetric 
outcome. J Obstet Gynecol India. 

2007;57:320-3. 

7. Chloe Z, Ruth CF. Pregnancy and 
advanced maternal age. Progr 

Obstet Gynecol. 2007;17:113-24. 

8. Odibo A, McDonald R, Nelson D. 

Advanced maternal age is an 
independent risk factor for 

intrauterine growth restriction 

(IUGR). Am J Obstet Gynecol. 
2004;10:157 

9. Khalil A, Syngelaki A, Maiz N, 

Zinevich Y, Nicolaides KH. 

Maternal age and adverse 
pregnancy outcome: a cohort study. 

Ultrasound Obstet Gynecol. 

2013;42(6):634-43. 
10. Aghamohammadi A, Nooritajer M. 

Maternal age as a risk factor for 

pregnancy outcomes: maternal, 
fetal and neonatal complication. 

African J Pharm Pharmacol. 

2011;5:264-9. 

11. Jacobsson B, Ladfors L, Milson I. 
Advanced maternal age and 

adverse perinatal outcome. Obstet 

Gynecol. 2004;104(4):727-33. 
12. Naheed F, Tufail A, Kammeruddin 

K, Madiha S. Obstetrical risks with 

increased maternal age > 35 years. 
Pakistan J Surg. 2009;25:240-3. 

10 7. Conflict of interest for any other investigator(s) (if yes, 

please explain in brief) 

No conflict of interest 

11 8. Declarations/Remarks by the Guide Managing obstetrics in elderly women is 
quite challenging especially with high risk 

factors like hypertension, multiple gestation 

etc. This study will highlight the risk 

factors and outcome in such women in this 
part of the country. 
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COVERING LETTER 

Dr. Chandhini Madhav Sanil 

Obstetrics and Gynaecology 

SDMCMSH 

QUESRIES RAISED CHANGES MADE 

1. Avoid mentioning the name of the 
Institute in novelty, objectives 

Changed to “ in a tertiary care center” 

2. List the parameters  or risk factors  to 
be evaluated in the method of 
collection of data with details. 

All pregnant women above 35 years of age 

admitted at a tertiary care hospital will be 
recruited for the study after obtaining an 

informed consent. Maternal risk factors such as 

pregnancy induced hypertension, gestational 

diabetes mellitus, amniotic fluid disorders, 
premature rupture of membranes, antepartum 

hemorrhage , obstetric outcomes both maternal 

and fetal outcomes will be studied using a 
structured questionnaire and antenatal records. 

A control group of women less than 35 years of 

age will be studied simultaneously using the 

same technique and analyzed using a descriptive 
statistics. 

3. Calculate the appropriate sample size 
and mention the basis of derivation of 
sample size 

Using the formula 

(p1q1+p2q2)(Z 1-alpha/2 + Z 1-beta)
2 /(P1-P2)

2 

alpha: 1.96 (5%) 

beta: 0.84 (80%) 

p1:24 % 

q1:76% 
p2: 6% 

q2:94% 

Total sample size 116 

 

4. Prepare the informed written consent 
form as per the provided template of 
the PGRC and IEC. 

Required Informed consent has been attached. 

5. Correct the grammatical mistakes, use 
future tenses in the synopsis ( except 
introduction) 

Necessary changes made wherever applicable. 

 

 

  



3. Bowel and Bladder:_______________________________________________ 

4. Habits                     :_______________________________________________ 

 

Family History                 

 

Past medical history 

                                                           YES                                    NO 

1. DM 

 

 

2. HTN 

 

 

3. TB 

 

4. Asthma 

 

 

5. Epilepsy 

 

6. Thyroid Disorders 

 

 

 

7. Cardiac Disorders 

 

 

 

8. H/O previous surgeries 

 

 

 



 

9. H/O blood transfusion 

 

10. H/O allergy to any drugs 

 

Menstrual History 

 

1. Age of Menarche        :______________________________________________ 

 

2. Past Menstrual Cycle: Regular                                      Irregular 

 

 

                                    Days                                           Pads/day          

 

                                    Clots                                           Pain          

 

 

3. Present Menstrual Cycle:  

 

4. LMP                            :______________________________________________ 

5. EDD                            :______________________________________________ 

6. POG                            :______________________________________________ 

 

Obstetric History 

 

1. Married Life    :                                                  Consanguinity: 

2. Obstetric Score: 

Gravida                 Para                   Live                    Abortions 

 

 



3. H/O contraception:   Yes:                                                    No 

 

General Physical Examination 

                                                           YES                                    NO 

Pallor 

Icterus              

Cyanosis 

Clubbing 

Lymphadenopathy 

Edema           

 

Vitals: 

Temperature                       :______________________________________________ 

PR                                      :______________________________________________ 

BP                                      :______________________________________________ 

RR                                      :______________________________________________ 

SPo2                                   :______________________________________________ 

 

Height                                Weight                                     BMI 

 

Systemic Examination 

 

RS:         

 Air entry              : 

Any added sounds: 

 

CVS:  

          S1               : 

          S2               : 

Any murmur        : 



 

CNS: 

Level of consciousness: 

Pupil 

Reflexes 

GCS 

 

P/A: 

 

 

Obstetric Examination: 

Height of the uterus: 

Lie: 

Presentation: 

Presenting part: Engaged/ Unengaged: 

FHS: 

 

Per Speculum Examination: 

 

 

Per Vaginal Examination: 

 

 

 

 

 

Laboratory investigations 

HB  Blood group:  

TLC  TB/DB  

DLC  SGOT/SGPT  



Platelets  LDH  

RBS  Urea  

TSH  Creatinine  

GST  PT/APTT/INR  

HbA1C  Uric Acid  

Others: 

 

 

 

 

Radiological examination 

 

 

 

 

 

 

 

 

 

 

 

Maternal Outcome: 

Delivery                Abortion               Termination                  Ectopic 

Others: 

Gestational age    : 

Delivery 



Normal Delivery                                      Caesarean section 

Spontaneous:                                           Indication:_______________________                                                                

Induced:                                                  Elective 

Instrumental                                          Emergency 

                                                           YES                                    NO 

Pregnancy Induced Hypertension 

Gestational Diabetes Mellitus 

Antepartum Hemorrhage 

Amniotic Fluid Disorders 

Premature Rupture of Membranes 

Post Partum Hemorrhage 

Others 

 

 

 

 

 

Fetal outcome 

                                        Live                                 Stillborn                     IUD 

                                        Term                                 Preterm 

                                 Singleton                                Multiple 



                       APGAR (1min)                    APGAR(5min)                                        

               Shifted to mother side               observational care               NICU                     

                            Birth weight                            

Others: 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 



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:   

 

 

 



INFORMED CONSENT FORM 

Title of the Project: Prospective study to evaluate the obstetric outcomes in pregnant women 

over 35 years of age. 

Name of the Principal/Site Investigator: Dr. Chandhini Madhav Sanil 

 

PURPOSE OF RESEARCH: I have been informed that this study will assess obstetric outcomes in 

pregnant women over 35 years of age. 

PROCEDURE:  I understand that the procedure of the study will involve recording of various 

parameters. The procedure will not interfere with any of my physiological parameters and they are 

non invasive/invasive. 

RISK AND DISCOMFORTS: I understand determination of above mentioned tests will not cause 

any discomfort to me and do not involve any risk to my health. 

BENEFITS: I understand that my participation in the study may have or may not have a direct 

benefit to me but also help to understand the mechanism of regulation of functional capacity.  

CONFIDENTIALITY: I understand that medical information produced by this study will become 

part of institutional records and will be subject to the confidentiality and privacy regulation of the 

said institute. Information of a sensitive personal nature will not be a part of medical record, but 

will be stored in investigators research file and identified only by a code number. The code key 

connecting name to numbers will be kept in a separate secured location. If the data are used for 

publication in the medical literature and for teaching purposes no names will be used and other 

identities such as photographs, audio and video tapes will be used only with my special written 

permission. I understand I may see the photographs and the video tapes and have the audio tapes 

before giving this permission. 

REQUEST FOR MORE INFORMATION: I understand that I may ask more questions about the 

study at any time. Concerned researcher is available to answer my questions or concerns. I 

understand that I will be informed of any significant new findings discovered during the course of 

this study which might influence my continued participation. If during the study or later, I wish to 

discuss my participation in all concerns regarding this study with a person not directly involved, I 

am aware that the social worker of the Institute is available to talk with me. A copy of this consent 

form will be given to me to keep for careful re-reading. 

REFUSAL OR WITHDRAWAL OF PARTICIPATION: I understand that my participation is 

voluntary and may refuse to participate or may withdraw my consent and discontinue participation 

in the study at any time without prejudice to my present or future care at this hospital. I also 

understand that researcher may terminate my participation in this study at any time after she/he has 

explained the reasons for doing so and had helped arrange for my continued care by my physician 

or physical therapist if this is appropriate. 

INJURY STATEMENT: I understand that in unlikely event of injury to me resulting directly from 

my participation in this study, if such injury were reported promptly, then medical treatment will be 



available to me, but no further compensation would be provided. I understand that by my agreement 

to participate in this study I am not waiving any of my legal rights. 

ETHICAL COMMITTEE THAT REVIEWED AND APPROVED STUDY: I understand that the 

study has been reviewed and approved by  

CONTACT INFORMATION: If I have any questions about the study, I may contact at any time to 

Dr. Chandhini Madhav Sanil, +919740444457(Phone no.), & chandni.sanil@gmail.com (email ID). 

Further If I  have questions about my rights as a research participant, I may contact the Member 

secretary of the Dr. Satish Patil, Associate Professor, Department of Physiology, Institutional Ethics 

Committee (IEC), Contact details of Member Secretary, Phone no: +919986789583, Email 

ID:sathupatil@yahoo.co.in, Address: SDM College of Medical Sciences and Hospital, Dharwad.  

*** 

I confirm that Dr. Chandhini Madhav Sanil, has explained to me the purpose of research, the 

study procedure that I will undergo, and the possible risk and discomforts as well as benefits that I 

may experience. Alternative to my participation in the study have also been to give my consent 

from. Therefore I agree to give consent to participate as a subject and this research project. 

 

Dr. Chandhini Madhav Sanil 

Participant       Date: 

(Name & Signature) 

 

Witness         Date: 

(Name & signature) 

 

 

 Principal/Site Investigator     Date 

 (Name & signature) 

 

(Modified from Portney L.G, Watkins M.P., in Foundation of Clinical Research, Second Edition, New Jersey,  Prentice Hall Health 2000.) 
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     ವಯಸಿ್ಸ   ನ  ನಾನು  ಈ  ಮೂಲಕ  “Prospective  study  to  evaluate  the 

obstetric outcomes in women  over 35 years of age” 

 ಎಾಂಬ ಅಧಯ    ಯನದ್ಲ್ಲ ಲ  ಭಾRಯಾRದ್ದ  ೀ  ನಂದು  ನನಗೆ

 ಆಡುಭಾಷೆಯಲ್ಲಲ   ತಿಳಿಸಲಾRದ್. ಈ ಅಧಯ  ಯನದ್ ಗುರಿ, 

ಇದ್ಲ್ರ ಾಂದ್ಯ ಗುವ ಉಪ್ಯ  ಗಗಳು, ತಂದ್ರರ ಗಳ  ಬಗೆೀ   ಕೂಲಂಕುಶ್ವಾR 

 ಅರ್ಥವಾಗುವ ರಿ  ತಿಯಲ್ಲಲ    ನನನ   ಆಡುಭಾಷೆಯಲ್ಲಲ    ತಿಳಿಸಿ ರುತ್ತು   ರೆ. ಇದುು ನ   

ಸರಿಯಾR ಅರ್ಥರ್ಸಿ ಕಂಡು ನಾನು ಸವ  ತಂತರ  ವಾR ಯಾರ ಒತ್ತ  ಡವು ಇಲ್ಲ ದೇ ಒಪ್ಪ ಪ್  

ರುತ್ತರ   ೀ  ನ. 

 

1.   ನನಗೆ ನಿ  ಡಿರುವ ಮಾಹಿತಿಯನುನ ಓØ ಅರ್ಥಮಾಡಿಕಂಡಿದ್ದ  ೀ  ನ. 

2.   ನನಗೆ ಈ ಅಧಯ  ಯನದ್ ಬಗೆೀ   ಮತ್ತು  ಒಪ್ಪ ಪ್  ಗೆ ಪ್ು ರ  ದ್ ಬಗೆೀ   ವಿವರಿಸಲಾRದ್. 

3.   ನನನ ಹಕುುು ಗಳು ಮತ್ತು  ಜವಾಬದ ದ್ ರಿಗಳ ಬಗೆೀ   ನನಗೆ ವಿವರಿಸಲಾRದ್. 

4.   ನಾನು ತರ ಗೆದುಕಳುುು ವ ಅವಾಥ ಹಿಾಂದ್ು ರಗೆದುಕಂಡ ಎಲ್ಲ   ಚಿಕತಿರ   ಗಳು ಸಂಶ ಧಕರಿಗೆ 

ತಿಳಿಸಲಾRದ್. 

5. ನಾನು ಯಾವುದೇ ಸಮಯದ್ಲ್ಲ ಲ  ಅಧಯ ಯನØೀಾಂದ್ ಹೊರಬರುವ

 ಅಧಿಕಾರವನುನ                                           ಹೊಾಂØತ್ತರ   ೀ  ನ. 

6.   ತನಿಖಾಧಿಕಾರಿಯಂØಗೆ  ಸಹಕರಿಸಲು  ನಾನು  ಒಪ್ಪ ಪ್  ತ್ತರ   ೀ  ನ  ಮತ್ತು  ನಾನು  

ಅಸಾಮಾನಯ ರಿ ಗ ಲಕ್ಷಣಗಳಿಾಂದ್ ಬಳಲುತಿುು  ದ್ದ  ರೆ ತಕ್ಷಣ ಅವರಿಗೆ ತಿಳಿಸುತ್ತರ   ೀ  ನ. 

7. ನನನ ಒಪ್ಪ ಪ್ ಗೆ ಇಲ್ಲ ದೇ ತನಿಖೆದ್ಯ ರರು ಯಾವುದೇ ಕಾರಣಕುು  ಯಾವುದೇ ಸಮಯದ್ಲ್ಲ ಲ  

ಅಧಯ  ಯನØೀಾಂದ್ ನನನ ಭಾಗವಹಿಸುವಿಕು   ಅಾಂತಯ  ಗೊಳಿಸಬಹುದು ಎಾಂದು

 ನಾನು ತಿಳಿØದ್ದ  ೀ  ನ. 

8.   ಪ್ರ ರ  ಯ ಜಕರು  ನಿಯಂತರ  ಕ  ಪ್ರ ರ  ಧಿಕಾರಿಗಳು  ಸಕಾರ್ರದ್  ಏಜೆನಿೀ   ಗಳು  ಮತ್ತು     

ನೈತಿಕ ಸಮಿತಿಯ  ಭಾಗವಹಿಸುವವರಿಗೆ   ಅಧಯ ಯನದ್   ಪ್ರ ಣಾಮಗಳನುನ ಬಿಡುಗಡೆ 

ಮಾಡಬಹುದು ಎಾಂಬ ಅನುಮತಿ ನಿ  ಡಿರುತ್ತರ   ೀ  ನ. 



9. ಈ ಅಧಯ ಯನವನುನ ಯಾವುದೇ ರಿ  ತಿಯಲ್ಲಲ  ಪ್ರ  ಕಾಶ್ನ ಮಾಡಲುನನನ ಅಭ್ಯ  

ೀಾಂತರವಿರುವುØಲ್ಲ . 

10. ನನನ  ವಿಷಯವನುನ  ಸಾವರ್ಜನಿಕವಾR ನಿ  ಡಲಾದ್ಲ್ಲ ಲ    ನನನ  ಗುರುತನುನ ಗೌಪ್ಯ   ವಾR 

ಇಡಲಾಗುವುದು. 

11. ನನನ   ಪ್ರ   ಶ್ು ನ  ಗಳಿಗೆ ಸಮಾಧಾನಕರವಾR ಉತ್ತ  ರಿಸಲಾRದ್. 

  

12. ನಾನು  ಯಾವುದೇ  ಪ್ರ   ಶ್ು ನ  ಗಳನುನ ಕೇಳಲು  ಮುಕು   ಳಾRದ್ದ  ೀ  ನೆ  ಮತ್ತು  ಪ್ರ   ಶ್ು ನ  

ಗಳಿಗೆ  ನನಗೆ ಸಮಾಧಾನಕರವಾR ಉತ್ತ  ರಿಸಲಾRದ್. 

 

Øನಾಾಂಕ: 

ಸಮಯ: ರಿ Rಯ ಹೆಸರು ಮತ್ತು  ಸಹಿ 
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ವೈದ್ಯ  ರ ಸಹಿ 
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