Sample


Sample Informed Consent Form for Randomized Clinical Trial of a Drug
Title of study: Comparison of a new drug [A] with an existing drug [B} used in treatment of disease X 

Principal investigator: Dr ABC

Institute: Department of Pediatrics, Aga Khan University

Introduction:


I am Dr [SAK] from Department of Pediatrics, Aga Khan University and doing a research on treatment of disease [X, for example malaria]. There is a new drug [A] which is being recommended for its treatment. I want to see if the new drug [A] is as good or even better than the commonly used drug [B] for the treatment of disease [malaria]. Since you are a patient of (or suffering from) disease [malaria], I would like to invite you to join in this research study.

Background information
Disease X (Malaria) is a common disease in Pakistan, Asia and Africa, caused by a germ (parasite) spread by mosquito. It causes high grade fever. Some patients may have complications and even die. The commonly used drugs are losing their effectiveness and germs are getting resistant to it. A new drug known as [A] is supposed to be effective in treatment of disease (malaria) but there is not enough evidence that it is as good as other drugs used for treatment of disease (malaria). 

Purpose of this research study

The purpose of study is to find out if the new drug is as good as or better than other drugs used for treatment of malaria in our population and; also to see if germs are not resistant to it.

Procedures

In this study, all patients aged 15 to 50 years of age, presenting at the clinic with fever for less than one week duration and having no other diagnosis will be registered and screened for malaria. For diagnosis of disease (malaria), one ml of blood will be taken from the patients and checked for presence of germs (malarial parasite). Those patients having positive test for the disease (malaria), will be included in the study. They will be divided randomly in to two groups by a computer draw. One group will get the new drug (A) and the other group will get the commonly used drug (B). Neither the doctor nor the patient will know which drug he/she is getting for treatment of his/her disease. A record will be kept for the duration of fever and other symptoms including any other side effect. Other necessary treatment will also be provided if needed. 

Possible risks or benefits

No significant side effects have been reported for this new drug (A). However, some patients may feel nausea or may have vomiting. Drawing of blood may cause some discomfort or blue discoloration at the site of bleeding. Lowering of white blood cells and platelet is a common feature of the disease. 

There is no direct financial or other benefit for the participant of the study. However, all the investigations will be done free of cost to the patients and; the drugs (A) or (B) will be provided free. Treatment of any side effect will also be provided free of cost. Sponsor of the study will bear the cost of drugs, investigations and treatment of side effects related to the study drugs. 
Right of refusal to participate and withdrawal

You are free to choose to participate in the study. You may refuse to participate without any loss of benefit which you are otherwise entitled to. You child will receive the same standard care and treatment which is considered best for him irrespective of your decision to participate in the study. You may also withdraw any time from the study without any adverse effect on management of your child or any loss of benefit which you are otherwise entitled to. You may also refuse to answer some or all the questions if you don’t feel comfortable with those questions. 

Confidentiality

The information provided by you will remain confidential. Nobody except principal investigator will have an access to it. Your name and identity will also not be disclosed at any time. However the data may be seen by Ethics Review Committee and may be published in journal and elsewhere without giving your name or disclosing your identity.

Available Sources of Information

If you have any further questions you may contact Principal Investigator (Dr SAK), Department of Pediatrics at Aga Khan University on Telephone number 486xxxx 

1. AUTHORIZATION

I have read and understand this consent form, and I volunteer to participate in this research study. I understand that I will receive a copy of this form. I voluntarily choose to participate, but I understand that my consent does not take away any legal rights in the case of negligence or other legal fault of anyone who is involved in this study. I further understand that nothing in this consent form is intended to replace any applicable Federal, state, or local laws. 

Participant’s Name (Printed or Typed): 
Date: 

Participant’s Signature or thumb impression:
Date: 

Principal Investigator’s Signature: 
Date: 

Signature of Person Obtaining Consent: 
Date: 

