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PART A –  GENERAL INFORMATION 

1 Title of the Dissertation The Clinico-laboratory profile of Male partner in 
infertility: A one year prospective observational 
study at Tertiary care centre. 

2 Name of the Candidate with mobile number and 
email ID: 

DR. MAHESHA K C 
PH.NO : 8217765121 
EMAIL ID: kcm0540@gmail.com 

3 Name of the Institute:  SHRI DHARMASTHALA MANJUNATHESHWARA 

INSTITUTE OF MEDICAL SCIENCES AND 
HOSPITAL 

 

4 University Registration Number: 21MPG067 

5 Name of the programme studying: MS OBSTETRICS AND GYNECOLOGY 

6 University Program Code: 2.3.5 

7 Year of Admission: 2022 

8 Month and year of appearing for final examination 2025 

9 Month and year of submitting Dissertation 2024 

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

DR.LEENA KAMAT 
ASSOSIATE PROFESSOR, 
Department of obstetrics and Gynecology, 

SDM College of Medical Sciences and 
Hospital, Sattur, Dharwad, 580009. 
PH NO- 9741657002 
EMAIL ID : kamatleena082@gmail.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 

Not applicable 

from them (Copy to be Attached)  
12 Total funds required for the study (in rupees): Nil 

13 Source of funding Not applicable 

 
PART B –  TECHNICAL DETAILS 

1 Title of the dissertation The Clinico-laboratory profile of Male partner in infertility : 

A one year prospective observational study at tertiary care 
centre 

2 Introduction  

A. Problem statement Infertility has been a major concern through ages and is 
also a significant clinical problem today, which affects 8- 
12% of couple worldwide. Of all infertility cases, 
approximately 40-50% is due to “male factor” infertility. 
The objective is To study the various aspects of sperm 
especially regarding motility, morphology, and count in a 

mailto:kcm0540@gmail.com
mailto:kamatleena082@gmail.com


 

  Semen sample and to diagnose the various causes of 
infertility resulting from the defective male partner. 

B. Rationale To present an evidence based approach for diagnosing male 

infertility 

C. Novelty This study will help us to know the prevalence, various risk 
factors and causes of male infertility in this region. 

D. Expected outcome and application This study will provide a better insight into the risk factors 
and causes of male infertility and thereby we can treat the 
Infertility. 

3 Research question(s) 1. What is the prevalence of male infertility and what 
proportion of infertility is attributable to the male? 

 
2. Is it necessary for all infertile men to undergo a thorough 
evaluation? 

4 Research hypothesis (es), if any  

5 Objectives of the Study: 

A. Primary objective(s) 

To study the various aspects of sperm especially regarding 
motility, morphology, and count in a semen sample 

 B. Secondary objective(s) To diagnose the various causes of infertility resulting from 

the defective male partner. 

6 Review of literature  

1)The diagnosis of male infertility:an analysis of the evidence 
to support the development of global WHO guidance— 
challenges and future research opportunities 

 
Christopher L.R. Barratt1, Lars Björndahl2, Christopher J. De 
Jonge3, Dolores J. Lamb4, Francisco Osorio Martini5, Robert 
McLachlan6, Robert D. Oates7, Sheryl van der Poel8,BiancSt 
John10, Mark Sigman11, Rebecca Sokol12, and Herman 
Tournaye13 

https://doi.org/10.1093/humupd/dmx021 

 
OUTCOME: Evidence was synthesized and recommendations 
were drafted to address the diagnosis of male infertility 
specifically encom-passing the following: What is the 
prevalence of male infertility and what proportion of 
infertility is attributable to the male? Is it necessary for all 
infertile men to undergo a thorough evaluation? What is the 
clinical (ART/non ART) value of traditional semen 
parameters? What key male lifestyle factors impact on 
fertility (focusing on obesity, heat and tobacco smoking)? Do 
supplementary oral antioxidants or herbal therapies 
significantly influence fertility outcomes for infertile men? 
What are the evidence-based criteria for genetic screening of 
infertile men? How does a history of neoplasia and related 
treatments in the male impact on (his and his partner’s) 
reproductive health and fertility options? And lastly, what is 
the impact of varicocele on male fertility and does correction 
of varicocele improve semen parameters and/or fertility?2 

 

 
 

2)Recent advances in understanding and managing male 



infertility 

[version 1; peer review: 3 approved] 

Jonathan Fainberg,  James A. Kashanian 
 

https://orcid.org/0000-0002-7084-2743 
 

Author details 
 
 
 

OUTCOME: Infertility is a prevalent condition that affects 
over 70 million people globally. A variety of lifestyle choices 
and genetic issues have been implicated in the condition. 
While poor overall health contributes to infertility, it has also 
been demonstrated that infertility is associated with an 
increased risk of a variety of malignancies. Recent studies 
examining DNA fragmentation, capacitation, and advanced 
paternal age have shed light on previously unknown topics. 
Despite recent advances, about one third of cases remain 
idiopathic. With current and future efforts examining the 
molecular and genetic factors responsible for 
spermatogenesis and fertilization, we may be better able to 
understand etiologies of male factor infertility and thus 
improve outcomes for our patients. 

 
 
 

3)Male infertility 
 

Ashok  Agarwal 1, Saradha  Baskaran 2,  Neel  Parekh 3, Chak- 
Lam         Cho 4, Ralf         Henkel 5, Sarah         Vij 3, Mohamed 
Arafa 6, Manesh Kumar Panner Selvam 2, Rupin Shah 7 

 

https://doi.org/10.1016/S0140-6736(20)32667-2 
 

Outcome:  It  is estimated  that  infertility  affects 8-12%  of 
couples globally, with a male factor being a primary or 
contributing cause in approximately 50% of couples. Causes 
of male subfertility vary highly, but can be related to 
congenital, acquired, or idiopathic factors that impair 
spermatogenesis. Many health conditions can affect male 
fertility, which underscores the need for a thorough 
evaluation of patients to identify treatable or reversible 
lifestyle factors or medical conditions. Although semen 
analysis remains the cornerstone for evaluating male 
infertility,  advanced  diagnostic  tests to investigate sperm 
quality and function have been developed to improve 
diagnosis and management. The use of assisted reproductive 
techniques has also substantially improved the ability of 
couples with infertility to have biological children. This 
Seminar aims to provide a comprehensive overview of the 
assessment and management of men with infertility, along 
with current controversies and future endeavours. 

mailto:jak9111@med.cornell.edu
https://f1000research.com/articles/8-670/v1
https://pubmed.ncbi.nlm.nih.gov/?term=Agarwal+A&cauthor_id=33308486
https://pubmed.ncbi.nlm.nih.gov/?term=Cho+CL&cauthor_id=33308486
https://pubmed.ncbi.nlm.nih.gov/?term=Henkel+R&cauthor_id=33308486
https://pubmed.ncbi.nlm.nih.gov/?term=Arafa+M&cauthor_id=33308486


 

7 Methodology  

A. Study design Prospective observational study 

B. Study participants (human, animals 

or both) 

Humans 

i.  Inclusion criteria 

ii.  Exclusion criteria 

INCLUSION CRITERIA: 

● Those who failed to achieve pregnancy after 1 year 
of unprotected and regular intercourse. 

●    All couples who came for infertility evaluation 

●    Patients who have given an informed consent 
EXCLUSION CRITERIA: 

●    Patients not willing to be a part of the study 

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) 

Not applicable 



 

 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) 

Not applicable 

v.           Number of groups to be 
studied, identify groups 
with definition 

Not applicable 

C.   Sampling 

a.  Sampling population 
 

 
 

b.  Sample size calculation 
 

 
 
 
 
 
 
 
 
 
 
 
 

c.   Sampling technique 

 
All the patients attending our hospital and who meets the 

inclusion criteria 
 
Sample size – 70 (derived based on article- The diagnosis of 

male infertility) 
 

Formula - n = Z² pq ÷ d² 
 
Where , Z= 1.96 at 5% alfha error, 
d = margin of error=7%, 
p = prevalence of male infertility = 10.1 (based on article), 
q =100 - p 
 
Simple random 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  Awaited 

 Institution’s Ethics Committee  
Obtained? (Copy to be Attached)  

F.    Study procedure The study will be conducted on patients coming for 

infertility evaluation at Tertiary care centre. All 

patients falling under inclusion criteria with an 

informed consent will be evaluated using a 

structured questionnaire.. 
 

 

Approach - 

Male patients visiting infertility clinic – 

a)   Detailed history using a structured questionnaire 

b)  Routine investigations including HB, Blood 

Grouping, serology, urine routine and 

microscopy, RBS, HBA1C 

c)   Semen analysis 

1.   If normal – No further investigations needed 

2.   If abnormal – then the following 



 

  investigations to be done 

FSH TSH 

TESTOSTERONE 

Trans scrotal ultrasonography 

d)  If azoospermia – testicular biopsy 

e)   If severe oligospermia, azoospermia – 

karyotyping 

G. Data collection methods including 
settings and periodicity 

Data collection: Using structured questionnaire 

Setting: The patients coming for infertility evaluation at 
Tertiary care centre. . All patients falling under inclusion 
criteria with an informed consent will be evaluated using a 
structured questionnaire. 
Periodicity: One year 

H. List of statistical tests to be used for 

data analysis 

Not applicable 

I.     If it’s a Clinical Trial: Clinical Trials 
Registry of India or equivalent 
registration number to be 
mentioned 

Not applicable 

8 List risks and benefits of the study Risks: 

Nil 

Benefits: 

This study will provide a better insight into the risk factors 

and causes of male infertility and thereby we can treat the 

infertility. 

9 Relevant references for the project 

(Minimum 10, Maximum 20) (in 

Vancouver style) 

1) Male infertility due to testicular disorders 

 
Aditi Sharma 1, Suks Minhas 2, Waljit S Dhillo 1, Channa N 
Jayasena 1 

 
https://doi.org/10.1210/clinem/dgaa781 

 
2) Impaired Human Sexual and Erectile Function Affecting 
Semen Quality, in Obstructive Sleep Apnea: A Pilot Study 

 
Konstantina Kyrkou 1, Emmanouil Alevrakis 2, Katerina 
Baou 2, Manos Alchanatis 3, Cornelia Poulopoulou 4, 
Christos Kanopoulos 5, Emmanouil Vagiakis 6, Dimitris 
Dikeos 7 https://doi.org/10.3390/jpm12060980 

 
3) Obesity and male infertility: Mechanisms and 
management 

 
Kristian Leisegang 1, Pallav Sengupta 2, Ashok Agarwal 3, 
Ralf Henkel 3 4 

 
https://doi.org/10.1111/and.13617 

 
4) Impact of COVID-19 and other viruses on reproductive 



health 

 
Osamah Batiha 1, Taghleb Al-Deeb 2, Esra'a Al-Zoubi 1, 

Emad Alsharu 3 

 
https://doi.org/10.1111/and.13791 

 
5) Sperm DNA fragmentation testing: Summary evidence 
and clinical practice recommendations 

 
Sandro C Esteves 1 2 3, Armand Zini 4, Robert Matthew 
Coward 5 6, Donald P Evenson 7 8, Jaime Gosálvez 9, 
Sheena E M Lewis 10 11, Rakesh Sharma 12, Peter 
Humaidan 3 13 

 
https://doi.org/10.1111/and.13874 

 

6) Smoke, alcohol and drug addiction and male fertility 
 

 
Andrea Sansone 1, Carla Di Dato 2, Cristina de Angelis 3 4, 
Davide Menafra 4, Carlotta Pozza 2, Rosario Pivonello 4, 
Andrea Isidori 2, Daniele Gianfrilli 2 
https://doi.org/10.1186/s12958-018-0320-7 

 
7) Sperm Morphology: History, Challenges, and Impact on 
Natural and Assisted Fertility 

 
Rachel B Danis 1, Mary K Samplaski 2 
https://doi.org/10.1007/s11934-019-0911-7 

 
8) Risk Factors and Causes of Male Infertility-A Review 
Roshan Kumar Mahat1*, Manisha Arora2 , Dhananjay 
Vasantrao Bhale3 , Shrirang Holkar3 , Sudeep Kumar4 and 
Tapeshwar Yadav5 1Department of Biochemistry, GR 
Medical College, Gwalior, India 2Department of 
Biochemistry, Muzaffarnagar Medical College, 
Muzaffarnagar, India 3Department of Biochemistry, MGM’s 
Medical College, Aurangabad, India 4Department of 
Biochemistry, Santosh Medical College, Ghaziabad, India 
5Department of Biochemistry, Nobel College, Sinamangal, 
Kathmandu, Nepal 

DOI:10.4172/2161-1009.1000271 
 

9) Changes in Semen Analysis over Time: A Temporal Trend 
Analysis of 20 Years of Subfertile Non-Azoospermic Men 
Nahid Punjani 1, Omar Al-Hussein Alawamlh 1, Soo Jeong 
Kim 1, Carolyn A Salter 1, Gal Wald 1, Miriam Feliciano 1, 
Nicholas Williams 2, Vanessa Dudley 1, Marc Goldstein 3 
https://doi.org/10.5534/wjmh.210201 
 

10)The role of intrauterine insemination in male infertility 

Hammed Akanji Tijani 1, Siladitya Bhattacharya 

https://doi.org/10.3109/14647273.2010.533811 

 

https://doi.org/10.1111/and.13874


10 Conflict of interest for any other
investigator(s) (if yes, please explain in
brief)

Nil

11 Declarations/Remarks by the Guide This studywillhelp usto knowtteffi
factors and causes male infertility.
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Data Collection form 

Title of the project: The clinico-laboratory profile of male partner in infertility: A one year prospective observational study 

 
Participant Details: 

1.   ID of participant 

2.   Name 

3.   Age 

4.   Sex 

5.   Occupation 

6.   Address 

7.   Contact number 

8.   Wife’s name 

9.   Wife’s age 

10. Married life 

11. Age at the time of 

marriage 

 

Demographic information 

1.   Education 

2.   Socioeconomic status 

3.   Income 

4.   Marital status 

 

Personal history 

 
1.   Diet 

2.   Bowel and Bladder 

3.   Sleep 

4.   Smoking 

5.   Alcohol 

6.   Habits 

7.   Use of any 

contraceptives 

 

Family History 

1.   H/O infertility in 

family 

 

Past medical history 

1.   H/o DM, HTN, TB, 

Asthama, epilepsy, 

thyroid disorder, 

cardiac disorder 

2.   H/O previous surgeries 

3.   H/O allergy to any 

drugs 

4.   H/o exposure to 

radiation/ heat/ 
chemicals 

 



 

Medication history  

General physical examination 

 
Appearance 

Built 

Nutrition 

Height 

Weight 

Secondary sexual characters 

 
Pallor 

Icterus 

Cyanosis 

Clubbing 

Lymphadenopathy 

Edema 

 
Vitals 

Temperature 

BP 

PR 
 

 
 

systemic examination 

 
RS: 

CVS: 

P/A: 

CNS: 

L/E: 

 

 
Laboratory investigation 

 
General investigations 

•    Hb 

 



•    Blood grouping 

•    HIV 

•    HBSAg 

•    HCV 

•    RBS 

•    HBA1C 

•    S.Creatinine 

•    Urine (routine & 

microscopy) 
 
 
 
 

Special investigations 

●   Semen analysis 

Ph 
Volume 

Concentration 

Motility 

Morphology 
Vitality 

 
 
 
 

●   Endocrine evaluation 

TSH 

FSH 

TESTOSTERONE 
 

 
 

● Trans scrotal 

ultrasonography- to find 

out site and etiology of 

obstructive cause 



INFORMED CONSENT FORM 

Title of the Project: The Clinico-laboratory profile of male partner in infertilty 
 

: 
 

A one year prospective observational study at tertiary care centre 
 

Name of the Principal/Site Investigator: Dr. Mahesha K C 
 
 

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

various risk factors and causes of infertility in male 

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 8217765121 (PHONE NO.), & kcm0540@gmail.com (email ID). Further If I have questions 

about my rights as a research participant, I may contact the Member secretary 

 Dr. Satish Patil (Associate Prof. Dept of Physiology)  (Name) Institutional Ethics Committee 

(IEC),   Contact   details   of   Member          Secretary   M.No   –   9986789583,   email   id   – 

sattupatil@yahoo.co.in,  Address  –  SDM  college  of  medical  sciences  and  hospital,  Dept  of 

Physiology, Sattur , Dharwad    (Name, contact address, email ID, Phone No.) 

mailto:kcm0540@gmail.com
mailto:sattupatil@yahoo.co.in


I confirm that Dr. Mahesha K C (PG) 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. Mahesha K C (PG) 

Participant                                                                              Date: 

(Name & Signature) 
 
 
 
 

Witness                                                                                   Date: 

(Name & signature) 
 

 
 

Principal/Site Investigator                                                     Date 

(Name & signature) 



 
 

     .ಧ.ಮ  .ವ     ಕ     ಮಹ  ಶ   ಲ  ಮ          
 

ಮ         ಗರ, ಸ     ರ  , ಧ  ರವಡ, ಕ    ಟಕ-

580009 
 

            

    
 

 ಗವಸ  ವವರ ಹಸರ  :- 
 

  ಧನ ತ ನ      ಹಸರ  : ಡ. ಮಶ   ಹ 

ಸ  ಸ    ಹಸರ  :      .ಧ. .         ಮಹಶದ  ಲ  ಮತ  ಆಸ ತ  
 

 
 

                                   ವ ಹ ನ ನನ   ಈ  ಲ   “ ರ  ಷ  ಸ  ಗತ       ತನ  

        

ಮತ          ಗಲ      ಪ   ಶಗ    ಸ         ಅಧ  ನ”   ಎ    ಫ    ಅಧ 

 ನದ   ಘ   ಘ     ನ         ನನಗ      ಆ          ತ   ಸಲಘದ  .    ಈ    ಅಧ 

 ನ       , ಇ        ವ ಉ      ಗಗ   , ತ    ದ   ಗ  ಫ   ಖಲ   ಶವಘ 

ಅ ಥವ ವ     ತ     ನನ  ಆ      ತ   ಹರ  ತ . ಇ    ಸರ     ಘ 

ಅ ಥಥಹ     ನನ   ಸ ತ  ತ ವಘ  ರ ಒತ ಡ  ಇಲ   ಒ   ರ  ತ     ನ. 
 

 
 

1.  ನನಗ      ಢರ  ವ ಮತ      ಓದ   ಅ ಥಮಢ   ಢ     ನ. 

2.  ನನಗ   ಈ ಅಧ  ನ  ಫ   ಮತ  ಒ       ತ   ಫ   ಶವ ಸಲಘದ  . 

3.  ನನ  ಹ  ಗ  ಮತ  ಜವಫ   ಗ  ಫ   ನನಗ   ಶವ ಸಲಘದ  . 

4.  ನನ    ರಗ  ದ     ವ ಅವ        ರಗ  ದ     ಡ ಎಲ  ಚ   ತ  ಗ  

ಸ  ಶ   ಧ    ತ   ಸಲಘದ  . 

5.  ನನ               ಸಮ ದ        ಅಧ  ನ          ರಫರ  ವ 

ಅನ   ರವ  

      ತ     ನ. 

6.  ತ ನ             ಸಹ  ಸ   ನನ    ಒ  ತ     ನ  ಮತ   ನನ    

ಅಸಮನ  ರ   ಗ ಲ ಷಣಗ       ಫ        ತ ಷಣ ಅವ   ತ   ಸ  ತ     ನ. 

7.  ನನ    ಒ      ಇಲ      ತಖ    ರ               ರಣ            ಸಮ  ದ    ಅಧ 

 ನ         ನನ       ಗವಸ  ಶ     ಅ    ತ ಗ    ಸಫ      ಎ         ನ  

ತ         ನ. 

8.        ಜ        ತ       ನ    ಗ   ಸ   ಥರ    ಏ  ಗ   ಮತ   ನ      

ಸ ತ     ಗವಸ  ವವ   ಅಧ  ನ    ರ  ಣ  ಮಗ     ಗ  

ಮಡಫ   ಎ    ಫ ಅನ  ಮ     ಢರ  ತ     ನ. 

9.  ಈ      ಅಧ  ನವ                        ತ                ಶನ     ಮಡ      

ನನ ಅ      ತರಶರ    ಲ . 

10. ನನ    ಶಷ ವ     ಸವಥಜ ವಘ      ಡಲದ     ನನ     ರ  ತ    ಗ    ವಘ 

ಇಡಲ  ದ  . 



11. ನನ    ಶ   ಗ   ಸಮಧನ ರವಘ ಉತ  ಸಲಘದ  . 

12. ನನ              ಶ   ಗ      ಖ     ಮ ನಘ     ನ   ಮತ     ಶ   ಗ    ನನ  

ಸಮಧನ ರವಘ ಉತ  ಸಲಘದ  . 



 
 
 
 
 
 
 
 
 
 
 

 ನ     : 
 

ಸಮ :                                                                          ರ   ಘ  ಹಸ  ಮತ  ಸ 
 

 
 

ಸ     ದ ರ ಹಸ  ಮತ  ಸ 

ರ   ಘ  ಸ   ಧ 
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Dr. MAHESHA K C 

COVERING LETTER 
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1     year Postgraduate, Department of Obstetrics and Gynecology 

 

 
 

Queries raised Changes made 

1.  Rewrite the title of the 
study; avoid name and 
place of the institute, and 
abbreviations. 

The clinico-laboratory profile of Male partner in 

infertility : 
 

A one year prospective observational study at 
Tertiary Care Centre 

2.   Identify the knowledge gaps 
and define the novelty of the 
study. 

This study will help us to know the prevalence, 
various risk factors and causes of male 
infertility in this region. 

3.  Methodology is not clear revise and 
rewrite. Specify clearly what will be 
investigated. List out all the 
parameters to be collected with 
details 

The study will be conducted on patients 

coming for infertility evaluation at tertiary 

care centre. All patients falling under inclusion 

criteria with an informed consent will be 

evaluated using a structured questionnaire. 
 

 

Approach - 

Male patients visiting infertility clinic – 

f) Detailed history using a structured 

questionnaire 

g)   Routine investigations including HB, Blood 

Grouping, serology, urine routine and 

microscopy, RBS, HBA1C 

h)   Semen analysis 

3.   If normal – no further investigations 

needed 

4.   If abnormal – then the following 

investigations to be done 

FSH 

TSH 

TESTOSTERONE 

Trans scrotal ultrasonography 
 

 

i)    If azoospermia – testicular biopsy 
 

j)    If severe oligospermia, azoospermia – 

karyotyping 



 

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

 
Sample size – 70 (derived based on article- The 

diagnosis of male infertility) 
 
Formula - n = Z² pq ÷ d² 
 

Where , Z= 1.96 at 5% alfha error, 
d = margin of error=7%, 
p = prevalence of male infertility = 10.1 (based on 
article),      q =100 - p 

5.   Prepare the “Informed written 
consent form” as per the provided 
template of the PGRC and IEC. 

Informed consent taken in given format 

6.  Correct the grammatical 
mistakes. Use future tenses in 
the synopsis (except 
introduction) 

Grammatical corrections made. 
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