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9 H. Month and year of submitting Dissertation 2024 

10 I. Name (s), Designation (s) & Addresses of the guide 

and co-guide (s) with mobile numbers and email ID 
Dr.PROF RAMESH KUMAR R 
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PART B – TECHNICAL DETAILS 

1 Title of the dissertation Evaluation and management of different 

conditions in women with postmenopausal 

bleeding- A Prospective observational 

study at  a tertiary care centre . 

2 Introduction  

A. Problem statement Bleeding after the menopause can be an 

alarming symptom for patient and 



physician alike. Although the majority of 

patients with postmenopausal bleeding 

(PMB) will have no serious genital tract or 

other pathology as a cause for their 

bleeding, there is a substantial risk of 

malignancy, and this must always be 

considered. Postmenopausal bleeding is a 

clinically important complaint in general 

gynecologic practice. The incidence of 

spontaneous postmenopausal bleeding in 

the general population is approximately 10 

% immediately after menopause, and 5 % 

in all menopausal women. In country like 

India most of the women present to 

hospital at advanced stage of disease hence 

leading to increased morbidity among 

women with postmenopausal bleeding. 

 

B. Rationale To know the prevalence of different 

condition among women with 

postmenopausal bleeding. 

For early diagnosis and management of 

diseases in postmenopausal women and to 

decrease the severity and hence morbidity 

and mortality 

 

C. Novelty This study will discuss the 

pathophysiology, differential diagnosis, 

and methods of evaluation of 

postmenopausal bleeding and will review 

the management of the more common 

causes of this disorder. This study will 

help in planning for management in 

postmenopausal bleeding, and counselling 

regarding the management. 

D. Expected outcome and application (1)It helps in designing follow up plan for 

postmenopausal bleeding woman, 

and counseling. 

(2)To formulate useful and practical 

guidelines for evaluation of women with 

postmenopausal bleeding, specifically 

(3) to offer suggestions for future research 

projects. 
3 Research question(s) What is the prevalence of different 

conditions or diseases among women with 

postmenopausal bleeding? 

 

4 Research hypothesis (es), if any  

5 Objectives of the Study: 

A. Primary objective(s) 

 

 

B. Secondary objective(s) 

A. To know the prevalence of 

different condition among 

women with postmenopausal 

bleeding. 

B. To decrease the severity and 

hence morbidity and mortality 

among postmenopausal 

women by early diagnosis and 

management of diseases in 



postmenopausal women. 

 

6 1. Review of literature 1) A prospective study conducted by 

Goldstein RB, Bree RL, Benson CB, 

Benacerraf BR, Bloss JD, Carlos R in 

University of California, San Francisco g. 

October 24 and 25, 2000, Washington, DC 

on  Evaluation of the Woman With 

Postmenopausal Bleeding concluded that 

because postmenopausal bleeding is the 

most common presenting symptom of 

endometrial cancer, when postmenopausal 

bleeding occurs, clinical evaluation is 

indicated. Also transvaginal sonography or 

endometrial biopsy could be used safely 

and effectively as the first diagnostic step. 

Whether sonography or endometrial biopsy 

is used initially depends on the physician’s 

assessment of patient risk, the nature of the 

physician’s practice, the availability of 

high-quality sonography, and patient 

preference. Similar sensitivities for 

detecting endometrial carcinoma are 

reported for transvaginal sonography when 

an endometrial thickness of greater than 5 

mm is considered abnormal and for 

endometrial biopsy when “sufficient” 

tissue is obtained. Currently, with respect 

to mortality, morbidity, and quality-of-life 

end points, there are insufficient data to 

comment as to which approach is more 

effective. 

 

 

2. A prospective cohort study conducted 

by 

Paul P Smith of Birmingham Women’s 

Hospital, Birmingham, UK 12 Siobhan 

O’Connor of Birmingham Women’s 

Hospital, Birmingham, UK 13 Janesh 

Gupta of Birmingham Women’s Hospital, 

Birmingham, UK 14 T Justin Clark of 

Birmingham Women’s Hospital, 

Birmingham, UK in a large, urban teaching 

hospital in Birmingham, UK came with the 

results that chance of having endometrial 

cancer or hyperplasia with atypia was 

significantly less in women who presented 

with recurrent PMB as compared with 

those presenting with PMB for the first 

time (0%, 8% respectively, p=.002), but 

were significantly more likely to have 

benign endometrial polyps compared with 

women presenting  with PMB for the first 

time (28%, 19% respectively, RR 1.47 

[95% CI 1.07, 2.02], p=.02) and concluded 

that recurrent postmenopausal bleeding 



results in less likelihood of pre-malignant 

and malignant endometrial disease but one 

in four women have endometrial polyps as 

a cause of postmenopausal bleed. First line 

investigation for women with recurrent  

postmenopausal bleed should be with tests 

that have a high accuracy for diagnosing 

focal pathologies such as outpatient 

hysteroscopy or saline infusion 

sonography. 

 

 

3) A  prospective observational study by  
Hae Joong Cho 1, Eun Sil Lee, Ji Young 

Lee, Seong Nam Hong, Yong-Il Ji, Heung 

Yeol Kim, Ari Kim done on 

163 postmenopausal women with 

abnormal uterine bleeding from January 

2008 through December 2010 in Institute 

of Wonkwang Medical Science, College of 

Medicine, Wonkwang University, Iksan, 

Korea on topic Investigation  for 

postmenopausal uterine bleeding: special 

considerations for endometrial volume 

concluded that  among the endometrial 

histopathologic findings, atrophic 

endometrium was the most common 

finding (32.7 %), followed by hyperplastic 

endometrium (10.4 %), endometrial 

carcinoma (10.4 %), and endometrial 

polyp (9.2 %). The prevalence of 

endometrial hyperplasia and cancer was 

not significantly different at the 5 mm cut-

off thickness of the endometrium, but 

significantly higher in women with ≥ 3 mL 

of endometrial volume. However, the 

incidence of endometrial cancer and 

hyperplasia in women with endometrial 

bleeding was not significantly different 

with or without previous or current 

hormone therapy. 

7 2. Methodology  

A. Study design A 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) 

 

i)All woman who have attained menopause 

and complains of bleeding per vagina. 

 

ii)  Women who are not willing to be part 

of the study. 

      Menopausal women without complains 

of bleeding per vagina 

 

iii)Nil 

 

 

 

 

https://pubmed.ncbi.nlm.nih.gov/24206410/#affiliation-1


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 

Iv)Nil 

 

 

 

 

 

v) Nil 

C. Sampling 

a. Sampling population 

 

b. Sample size calculation 

 

 

 

 

a. Menopausal women attending OBG 

OPD. 

b. All patients attending our hospital who 

meets the inclusion criteria in a one year 

study period from July 2022 to July 2023 

 

 
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 In our study we identify women with post 

menopausal bleeding, after 

obtaining written informed consent, 

detailed case history along with 

routine gynaecological history will be 

obtained ,clinical examination will 

be obtained in detail in proforma. The post  

menopausal women needs to 

undergo routine investigations like pap 

smear, screening hemogram, endometrial 

biopsy, transvaginal scan  . The values and 

reports  are then reassessed. Deranged 

results will be documented and further 

evaluated and analysed and will be 

managed as per standard protocols. 
G. Data collection methods including settings and 

periodicity 

It is hospital based study, data will be 

collected using a proforma 

H. List of statistical tests to be used for data analysis Data will be analysed by SPSS version-2.0 

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

India or equivalent registration number to be 

mentioned 

NIL 

8 3. List risks and benefits of the study Early diagnosis and management, thereby 

preventing complications and for Improved 

outcome. 
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-----------------------------ಯಸ್ಸಿನ ರ್ಹನತ ಈ ಮತಲಕ 

“ಋತ್ತಬಂಧಕ್ತೊಳಗಹದ್ ರಕುಸ್ಹರದ್ ಮಹಿಳೆಯರ ಮೌಲಯಮಹನ ಮತ್ತು ನಿಾಸಣೆಯ 

ಅಧಯಯನ- ಧಹರಹಡದ್ ತ್ೃತೀಯ ಆರೈಕ್ ಕ್ೀಂದ್ರಹದ್ ಶ್ರೀ ಧಮಾಷೆಳ ಮಂಜತರ್ಹಥ 

ವೈದ್ಯಕೀಯ ಕಹಲೀಜತ ಮತ್ತು ಆಷಪತ್ರರಯಲ್ಲಿ ನಿರಿೀಕ್ಷಿತ್ ವಿೀಕ್ಷಣಹ ಅಧಯಯನ” ಎಂಬ 

ಅಧಯಯನದ್ಲ್ಲಿ ರ್ಹನತ ಭಹಗಿಯಹಗಿದ್ದೀನಂದ್ತ ನನಗೆ ನನನದ್ೀ ಆದ್ ಆಡತಭಹಷಯಲ್ಲಿ ತಳಿಷಲಹಗಿದ್. 

ಈಅಧಯಯನದ್ಗತರಿ,ಇದ್ರಿಂದ್ಹಗತಉಯೀಗಗಳತ,ತ್ರತಂದ್ರಗಳತ ಬಗೆೆ ಕತಲಂಕತವಹಗಿ ನನಗೆ 

ಅಥಾಹಗತ ರಿೀತಯಲ್ಲಿ ನನನ ಆಡತಭಹಷಯಲ್ಲಿ ತಳಿಸ್ಸರತತ್ಹುರ. ಇದ್ನತನ ಷರಿಯಹಗಿ 

ಅರ್ೈಾಸ್ಸಕ್ತಂಡತ ರ್ಹನತ ಷವತ್ಂತ್ರಹಗಿ, ಯಹರಒತ್ುಡ ಇಲಿದ್ೀ ಒಪ್ಪಪರತತ್ರುೀನ. 

1. ನನಗೆ ನಿೀಡಿರತ ಮಹಹಿತಯನತನ ಓದಿ ಅಥಾಮಹಡಿಕ್ತಂಡಿದ್ದೀನ. 

2. ನನಗೆ ಈ ಅಧಯಯನದ್ ಬಗೆೆ ಮತ್ತು ಒಪ್ಪಪಗೆ ತ್ರದ್ ಬಗೆೆ ವಿರಿಷಲಹಗಿದ್. 
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ತಳಿಷಲಹಗಿದ್. 

5. ರ್ಹನತ ಯಹದ್ೀ ಷಮಯದ್ಲ್ಲಿ ಅಧಯಯನದಿಂದ್ ಹತರಬರತ ಅಧಿಕಹರನತನ 

ಹತಂದಿರತತ್ರುೀನ. 

6. ತ್ನಿಖಹಧಿಕಹರಿಯಂದಿಗೆ ಷಸಕರಿಷಲತ ರ್ಹನತ ಒಪತ್ರುೀನ ಮತ್ತು ರ್ಹನತ 
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ಅಧಯಯನದಿಂದ್ ನನನ ಭಹಗಹಿಷತವಿಕ್ ಅಂತ್ಯಗೆತಳಿಷಬಸತದ್ತ ಎಂದ್ತ ರ್ಹನತ ತಳಿದಿದ್ದೀನ. 

8. ಪ್ಹರಯೀಜಕರತ, ನಿಯಂತ್ರಕಪ್ಹರಧಿಕಹರಿಗಳತ ಷಕಹಾರದ್ಏಜೆನಿಿಗಳತ ಮತ್ತು ನೈತಕಷಮೀತಯ 

ಭಹಗಹಿಷತರಿಗೆ ಅಧಯಯನದ್ ರಿಣಹಮಗಳನತನ ಬಿಡತಗಡೆಮಹಡಬಸತದ್ತ ಎಂಬ ಅನತಮತ 

ನಿೀಡಿರತತ್ರುೀನ. 

9. ಈ ಅಧಯಯನನತನ ಯಹದ್ೀ ರಿೀತಯಲ್ಲಿ ರಕಹವನಮಹಡಲತ ನನನ ಅಭ್ಯಂತ್ರವಿರತದಿಲಿ. 

10. ನನನ ವಿಶಯನತನ ಸ್ಹಾಜನಿಕಹಗಿ ನಿೀಡಲಹದ್ಲ್ಲಿ ನನನ ಗತರತತ್ನತನ ಗೌಯಹಗಿ 

ಇಡಲಹಗತದ್ತ. 



11. ನನನ ರಶನಗಳಿಗೆ ಷಮಹಧಹನಕರಹಗಿ ಉತ್ುರಿಷಲಹಗಿದ್. 

12. ರ್ಹನತ ಯಹದ್ೀ ರಶನಗಳನತನ ಕ್ೀಳಲತ ಮತಕುಳಹಗಿದ್ದೀನ ಮತ್ತು ರಶನಗಳಿಗೆ ನನಗೆ 

ಷಮಹಧಹನಕರಹಗಿ ಉತ್ುರಿಷಲಹಗಿದ್. 

 

ದಿರ್ಹಂಕ: 

ಷಮಯ:.                                                                                                      

                                                                         

                                                                         

ರತೀಗಿಯಹಷರತ ಮತ್ತು ಷಹಿ: 

ಸ್ಹಕ್ಷಿ ಹಷರತ ಮತ್ತು ಷಹಿ:                                                               

ರತೀಗಿಗೆಷಂಬಂಧ: 

 

ವೈದ್ಯರತ ಷಹಿ: 

 

 

 

 

 

 

 

 

 

 

PROFORMA 
 

 

 

 

Case No:                                                                                                           IP No. : 

Name :                                                                                                              Occupation : 

Age :                                                                                                                 Religion : 

Socioeconomic status:                                                                                      Address : 

 

 



 

 

A. PRESENTING COMPLAINT 
Asymptomatic 

 

Symptomatic 

 

B. MENSTRUAL CYCLE 

Cycles: Regular / Irregular 

Flow: Moderate /Excessive 

Attained menopause:  

Menopausal age : 

 

C. OBSTETRIC HISTORY 

Parity: 

 

H/O oral contraceptives: 

 

D. PAST HISTORY 

1. H/O similar complaints in the past. 

2. H/O previous surgery. 

3. H/O T.B/DM/Hypertension/others 

 

 

E. FAMILY HISTORY: 

 

F. PERSONAL HISTORY 

Weight loss:                                           Appetite: 

Bowel and bladder:                                Diet: 

Allergy: 

 

F. GENERAL PHYSICAL EXAMINATION 

 

Pallor:                                                    Pulse: 

Icterus:                                                   B.P:                                                                                                                                                                                                                      

Cyanosis:                                               BMI: 

Clubbing:                                                  

Lymphadenopathy:                                 

Temperature: 

 

 

 

 

H. SYSTEMIC EXAMINATION: 

 

CNS: 

 

CVS:  

 

RS: 

 

 



J. LOCAL EXAMINATION ( Per Abdomen): 

 

(a)Inspection: 

  

Abdominal distension 

Any mass visible 

Visible scar and veins 

 

(b) Palpation:  

 

 Temperature: 

 Rigidity: 

 Tenderness: 

 If any mass 

 Site:                                                                               Size: 

 Shape:                                                                            Surface: 

 Consistency:                                                                  Margin: 

 Mobile:                                                                          Pulsatile: 

 

(c) Percussion:  

 

     Fluid thrill  

     Shifting dullness: 

 

K. GYNECOLOGICAL  EXAMINATION: 
 

a. Per speculum examination : 

 

 

b. Per vaginal examination : 

   Uterus: palpable / not palpable 

               Uterus size: 

               Position of uterus:  anteverted/retroverted 

               If any Mass                  

               Site:                                                                 Size: 

               Separate from the uterus: yes/no 

               Consistency:                                                    Tenderness: 

               Mobility: 

               Fornices: free/fullness/tenderness 

 

c. Per rectal examination 

 

 

L. INVESTIGATIONS 

 

(I) ROUTINE INVESTIGATIONS: 

 

(a) Blood: Hb% 

     Blood group:  

(b)Urine routine and microscopy:  

 

 



(c)Pap Smear:  

 

(d)Endometrial biopsy: 

 

(II). ULTRASONOGRAPHY: 

 

 Transabdominal / Transvaginal: 

 

 

 

If any mass 

Site: 

Size: 

Echogenicity: 

Septations: 

Solid elements: 

Borders: 

Free fluid: 

 

(IV) SPECIAL INVESTIGATIONS. 

 

(a) CA 125 levels: 

 

(b) Screening chest X-ray: 

 

(c) X-Ray abdomen: 

 

(d) Colour Doppler [ if done ] 

 

(e) MRI [if done ] 

 

(f) CT Scan [ if done ] 

 

 

 

M. TREATMENT: 

 

   a. Conservative. 

 

 

 

 b. Operative. 

 

 Type of operation done: 

 

 Intra operative Findings: 

 

 

Post op period: Eventful/uneventfuL 

 

 

 



N. HISTOPATHOLOGY: 

 

Gross: 

 

Microscopy: 

 

Impression: 

 

Clinical diagnosis: 

 

Ultrasound diagnosis: 

 

Operative diagnosis:  

 

Histopathological diagnosis: 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

INFORMED CONSENT FORM 
 

Title of the Project:  Evaluation and management of women with postmenopausal bleeding- A 

Prospective observational study at a tertiary care centre 

 

Name of the Principal/Site Investigator 

 

PURPOSE OF RESEARCH: I have been informed that this study will assess the pathophysiology, 

differential diagnosis, and methods of evaluation of postmenopausal bleeding and will review the 

management of the more common causes of this disorder. This study will help in planning for 

management in postmenopausal bleeding, and counselling regarding the management. 

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 

9036290689 & nagashree49@gmail.com,. Further If I  have questions about my rights as a research 

participant, I may contact the Member secretary of the Dr. Satish Patil, Asso.Professor, Dept. of 

Physiology, Institutional Ethics Committee (IEC), Contact details of Member Secretary M. NO. 

9986789583, Email ID sathupatil@yahoo.co.in. Address:   SDM  College of Medical sciences and 

Hospital, Dept. of Physiology, Sattur,Dharwad. 

*** 

I confirm that Dr. Nagashree Kashyap S  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. 

 

Participant       Date: 

(Name & Signature) 

 

Witness         Date: 

(Name & signature) 

 

Dr Nagashree Kashyap S  

 Principal/Site Investigator     Date 

 (Name & signature) 

 



  

Reg No. ECR/950/Inst/KA/2017/RR-21(DCGI); EC/NEW/INST/2021/1761(DHR); IORG- 0007404 (HHS, USA) 

 

Dr Nagashree K 

PG Student 

Department of Obstetrics and Gynecology 

SDM College of Medical Sciences and Hospital 

Dharwad 

 
       Dr Nagashree K 

  Evaluation and Management of Different Conditions in Women with 

Postmenopausal Bleeding: A Prospective Observational Study at a Tertiary 

Care Centre 

    20 July 2022                 2:00 PM  
  Siddha Koota, College Building, 

 

[Y] 

 

[Y] 

 

[NA] 

[Y] 

 

[NA] 

 

[NA] 

[Y] 

[NA] 

 

Y 

Y 

Y 

Y 

 

Y 

Y 

Y 

Y 

 

/2022/291 27/07/2022 

PG Guide: Dr Ramesh Kumar R 

10 July 2022 


