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Format to be followed in submitting the Participant Information Sheet
for an interventional research study proposal to the
Institutional Ethics Committee of IPGME&R and SSKM Hospital, Kolkata

Information to participants / legally acceptable representatives of participants in case they are minor or likely to be mentally incompetent.

Project title
Study to be conducted by:

Departments of XYZ and PQR
Institute of Postgraduate Medical Education & Research (IPGME&R) and SSKM Hospital

244A and B, A.J.C. Bose Road, Kolkata – 700020

You are being invited to participate in a clinical research study. The following information is for you to understand why the research is being done and what it will involve. Please take time to read it carefully and discuss with friends, relatives and your family doctor if you wish. Please feel free to ask us if there is anything that is not clear or if you would like more information. Take time to decide whether or not you wish to take part. Please sign the Informed Consent Form only if you are fully satisfied with the information given to you and you understand the procedures involved in the study.

What is the purpose of this study?

The purpose of this study is to evaluate the effectiveness and safety of NEW DRUG in osteoarthritis of the knee. This drug is well known for analgesic effect and is being used in many other countries for a long time. It is recently being marketed in India and therefore testing its activity in Indian patients is considered worthwhile. The safety and effectiveness would be compared to OLD DRUG which is a well established analgesic drug used in treatment of many painful conditions, including osteoarthritis.
Why have I been chosen?

This study is being conducted in patients who complain of knee pain, knee joint stiffness and physical disability.  The subjects will have to be of age more than 50 years. You have been selected because you have this problem and satisfy the other selection criteria for the trial.

Do I necessarily have to take part?

No, it is up to you to decide whether or not to take part. If you decide to take part you will be asked to sign a consent form. Even after you have decided to take part, you are still free to withdraw anytime you choose without giving us a reason. A decision to withdraw, or a decision not to take part, will not affect the quality of care you receive.

What happens during the study?

Once you agree to participate in the trial and the doctor is assured that you are suffering from knee Osteoarthritis you will be evaluated through physical examination and laboratory evaluation.

You will be given the medicine in suitable containers and its use will be explained. However, the exact identity of the medicine, that is whether it is NEW DRUG or whether it is OLD DRUG, will not be revealed to you. After completing the scheduled treatment you will again be assessed again through physical examination and laboratory tests to ensure your well being.

What do I have to do?

You will have to carefully follow the instructions for taking the trial or comparator medication. After enrolment, you will be observed for 1 week, and will then be expected to take medicines in the following manner – one tablet three times daily after taking food. This will continue daily for 3 months. You will have to be careful to ensure that doses are not missed.
You will be required to visit your doctor at the end of each 4 week of treatment, after starting the medicines. Your doctor will give you the required medication in 4 weekly quotas. You should not take any other medicines without informing him or her.  At the intervening follow-up visits and also at final evaluation you must carry back all the unused study medication as well as empty containers and return them to your attending physician.

What are the drugs that are being given in this trial?

As already stated, in this trial we will study the effectiveness and safety of NEW DRUG and compare it with the known analgesic drug OLD DRUG. We are expecting that both the study medicines will be helpful in relieving pain and stiffness in knee osteoarthritis, without troublesome side effects.

What are the alternatives for treatment?

Various analgesics are available in the market like drug 1, drug 2, drug 3, drug 4 and other others. These drugs have serious side effects on prolonged use.
What are the side effects and risks from the treatment?

NEW DRUG is widely used in Europe and America without reports of major toxicity or adverse drug reactions. It may cause some drowsiness which makes it necessary to avoid driving and working near moving machinery. Alcohol consumption is not permissible during the period of drug use as it may aggravate the drowsiness.

OLD DRUG may also cause some drowsiness and vomiting tendency.

Allergic reactions can occur with any medicine and may manifest as various skin rashes, breathing problems and dizziness. Severe allergic reactions have not been reported for these medicines in recommended doses. In case of suspected allergic reactions you should stop the medicine and report to your doctor immediately. 

Are there any other possible disadvantages of taking part?

Rather than disadvantage, some inconvenience is involved. You will have to come to the clinic on predetermined dates. The study requires you to have blood tests for which it will be necessary to insert a needle in your vein. The procedure may be required more than once if blood does not come out the first time and this may be a little bit painful. After the study is over, we do not have provisions for continued free supply of the drugs. However, the attending physician will arrange for suitable alternative treatment for you.

What are the possible benefits of taking part?

If the medicine is effective in reducing knee osteoarthritis, you will benefit directly from the therapeutic effect.

You will have the benefit of thorough medical examination and close consultation with the attending physician. The relevant laboratory investigations will be performed free of cost.

If the information obtained from this study helps us in improving the treatment of knee osteoarthritis, you will have the satisfaction of contributing to the difficult task of evaluating a drug and advancing medical science. This, in itself, is a worthy cause that might help future patients. 

What if new information becomes available?

Sometimes during the course of a research project, new information becomes available about the treatment/medicine being studied. If this happens your doctor will tell you about it and discuss whether you want to continue the study. If you decide to withdraw, your research doctor will make arrangements for your care to continue.

What happens if the study stops?

The study is expected to be completed within 1½ years of inception with each subject recruited being followed-up for 3 months. If it is stopped early, the reasons for it will be explained to you and arrangements made for your continued treatment.

Are there reasons for which I might be taken out of the study later on?

Even if you want to stay in the study, there may be reasons for which you might be withdrawn from the study. This may happen if:

· Doctor finds that the drug is providing no benefits even after adequate period of treatment.

· Your health worsens during the period.

· If you do not take your medicines properly or repeatedly miss scheduled visit dates. 

Will my taking part in this study be kept confidential?

Yes. All data obtained from the study will be kept confidential. The data would be archived for an appropriate period. This data will be used only by authorized persons for scientific purposes.

What will happen to the results of the study?

A study report will be finalized soon after the trial closes. This will be submitted to the ethics committee of the institute carrying out the study,  and also to government authorities if needed.

The results may be published in a scientific journal or discussed at a scientific forum. You will however, not be identified in any report / publication.

Contact for further information:

The doctors conducting this study can discuss it in more detail with you and reply to any query, when it arises. The contact persons are:

	Principal Investigator


	Co-Investigator




Thank you for going through the Patient Information Sheet.

Should you decide to participate in this clinical trial, we thank you for that too.
Note: The Participant Information Sheet (PIS) needs to be accompanied by an Informed Consent Form (ICF).

In case the participant is likely to be minor (below 18 years age) this PIS must be written as a parental / legal guardian information sheet.

An informed assent document is also needed if the participants are likely to be between 7 to 18 years age.

Protocol ID:  State Protocol Id No. if available

