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Part I
INFORMATION SHEET
Introduction by Principal Investigator: We are conducting research at HIMSR Hospital, Jamia Hamdard. We invite you to participate in this research work. You may talk with anyone regarding your participation and you may take time to make up your mind. We shall try to explain different aspects of the research work. However, we assure you that if you do not understand or want a more elaborate explanation about any matter word, or concept. We shall devote more time and effort to make it clear to you. You also can ask questions now and later. Now we are trying to explain what we are going to do in this research work or what you are supposed to do in this research work. Please listen carefully and feel free to ask questions. You may interrupt me if you fail to understand or you may ask questions at the end.
Purpose of the work (Why the work is necessary?): 
COPD is a Chronic Obstructive Pulmonary Disease a disease associated with an abnormal inflammatory response of the lung to noxious particles or gases, with some significant extra-pulmonary effects that may contribute to the severity of the disease in individual patients. By this research, we are trying to discover a diagnostic method that might diagnose this disease at an early stage and will help in knowing the different parameters affecting this disease. This will also help to assess the response to treatment in a more scientific way, apart from clinical judgment.
Research Intervention (What will be done on the participant?)
Some blood samples from COPD patients at different times will be taken. Only 2 ml of venous blood will be taken twice or thrice.
Participant selection (Why this patient was selected?): Patients with FEV1/FVC <0.70 post-bronchodilator, age >40 years, and pack years ≥ 10. They are the patients who are most vulnerable to complications and must be protected with great care. So they are selected as a priority for diagnosis and in future, these groups of patients will benefit mostly.
 
Voluntary participation (Is patient participation mandatory?)
Participation in this research is completely voluntary. He/She may or may not participate in this study. The treatment given by the institution will be the same in either case. The patient will not be given any additional treatment / benefit out of it. However, in the future, this kind of patient may benefit from the outcome of the research.
Blood collection (How will be the blood collected?): 2ml (one tablespoon full) of blood will be taken from a vein with standard aseptic procedures by the doctor or nurse only. Aftercare will be given. 
Risk Involved (Is there any risk if taking part in the research work ?): There is no risk of infection as the blood collected is taken with full aseptic precaution and the body can easily make up this small amount of blood which is taken for test.   
Benefit (How can the patient benefit?): In the long run the knowledge will help with the treatment but immediately she/he will get no additional benefit.
Reimbursement (Shall there be any money given for participation?): No monetary or other reimbursement will be given. 
Confidentiality: Full confidentiality will be maintained in accordance with international norms. 
Sharing the results: On request, the results may be shared with the participants.
Right to refuse/withdraw: At any time without citing any reason participant can withdraw from the research study and refuse to participate from then on. 
Alternative to participating: Your normal treatment is in no way connected with this study. You may refuse to participate, still your treatment will continue on schedule without any disfavor.
Who to contact: In case of any query you may contact Poonam, Mob: 9910990665. /Md. Iqbal Alam Ph: 011-26059688
Whom to Send Complain: If you have any complaints, you may lodge them, addressed to: the Institutional Ethics Committee, HIMSR, Jamia Hamdard, New Delhi-110062.





Part II 
(ICD)
Certificate of Consent
Title:	To study the genetic polymorphism of MMP2 and its association with the oxidative stress biomarkers in COPD patients in North Indian population

Name of participant	: ____________________________________	Date: __________
Hospital ID No:   ____________________________________
Place: __________
You your answer is yes, put Tick (√) in box. 
1. I acknowledge that I have read and understood the informed consent form. I was given opportunity to ask questions.


2. I have understood my participation in this study is completely voluntary. I can withdraw any moment from the study without any explanation given to anyone. My treatment will be by no means be affected by such decision. 


3. I have been told that all information about me will be confidential, unless the Principal Investigator, any person approved by him, institutional ethical committee or Govt. regulatory board may know the information and use it for purely educational purpose. But by no means will my personal identity not be revealed to public.     


4. I allow the information or data obtained for use educational, research and advancement of science. 




I completely voluntarily participate in this research. 

Signature of participant 					          Left Thumb impression


Or




Place:									
Date:


If illiterate:
I have witnessed the accurate reading of the informed consent form to the participant and the individual has had the opportunity to ask questions. I confirm that the individual has given consent freely. 
Print name of witness:     ____________________________________________			

Signature of witness:




	
	
	
	
	
	


Date  

DD / MM/ YY 

Statement by the researcher / person taking consent 
I have accurately read out the information sheet to the participant and to the best of my ability made same that the participant understands that the following will be done:
1. Blood sample (2ml) twice will be taken. 
I confirm that participant was given an opportunity to ask questions about the study and all the questions asked by the participant have been answered correctly and to the best of my ability. I confirm that the individual has not been coerced to, into giving consent, and the consent has been given freely & voluntarily. 
A copy of this ICF has been provided to the participant. 
Print Name of researcher / person taking consent
	
	
	
	
	
	


Date  

DD / MM/ YY 





                                                                 Part-III
                                                   Questionnaire for the study
Please take a few moments to complete this brief questionnaire. The answers you provide will help us to help you feel good and stay healthy.
Name: ____________________________    Today's Date: _________________
Address: _________________________       Date of Birth: __________________
Phone Number: __________________          Reg no.:   

Please Check (√) all that apply and wherever more than one answer is suitable, tick accordingly and do give your comments wherever required:

1. I am a:	Male / Female

2. I am a citizen of India: Yes/No, if any other, please mention______

3. In what form do you consume tobacco
Cigarette / bidi / hukka or other: please specify
								_________________________

4. Since how long have you been consuming tobacco?  
· <5 year
· < 10years
· 11-20 years
· >20 years

5. Are you a smoker:				Yes/No
 a. the total number of cigarettes/bidis smoked per day: _________
b. Since how long you have been smoking:	______________
c. Please specify the brand of cigarettes/bidis: 	______________

6. If you are a smoker but also consuming tobacco in other forms too?	Yes/No										
i. Which form, please specify: _______________
ii. What is the quantity of tobacco you consume daily: ____________

7. Does anyone else in your home smoke?		Yes / No
8.  Does anyone else in your office smoke with which you share the same room?  Yes / No
9. 7. Do you have any of the following illnesses? 
· Diabetes
· Heart Disease
· Liver disease
· Tuberculosis
· Asthma or Respiratory Disease
· Skin Allergy of any kind
· Allergy to any kind of food
· Any other kind of allergy
· Any other illness, please give details:_____________________

10.  Does anybody in your family is suffering from any of the following diseases currently or had it in the past: 
· Cancer
· Heart disease
· Liver disease
· Asthma
· Allergy 
· Tuberculosis

11. Are you currently suffering from any Respiratory problems? 
Yes / No
12. If the answer to the above question is yes, for how long:
 If you are on any specific treatment medication, please specify: 
_________________________
13. Any other Comments? 
____________________________________________________________________________________________________________________________________________________________________

Thanks for completing this survey!





