
Informed Consent form for patients
This Informed Consent Form is for men and women who attend the refractive and laser clinic in Delta medical center, and who we are inviting to participate in research on the use of topical Nalbuphine eye drops to relieve pain following photorefractive keratectomy procedure . The title of our research project is  The use of topical nalbuphine in different concentrations to control pain after photorefractive keratectomy

 [Name of Principal Investigator]: Dr. Sameh Fouda
[Name of Organization]: Delta Eye Center
[Name of Sponsor]: Delta medical enter
This Informed Consent Form has two parts:

· Information Sheet (to share information about the research with you)

· Certificate of Consent (for signatures if you agree to take part)

You will be given a copy of the full Informed Consent Form

PART I: Participant  Information Sheet
Introduction

Dr. Sameh Fouda, Assistant professor of Ophthalmology at the Faculty of Medicine, Zagazig University, Egypt. 
Dr.Hala Mattout, Lecturer Research of Ophthalmology at the Faculty of Medicine, Zagazig University , Egypt. 

We are doing research on a drug (Nalbuphine) in eye drops form that is going to be used to decrease pain after photorefractive keratectomy which is a well established refractive procedure for the correction of low and moderate errors of refraction. We are going to give you information and invite you to be part of this research. You do not have to decide today whether or not you will participate in the research. Before you decide, you can talk to anyone you feel comfortable with about the research. 
(There may be some words that you do not understand. Please ask us to stop as we go through the information and we will take time to explain.  If you have questions later, you can ask us or the staff.)
Purpose of the research
Photorefractive keratectomy is a well established safe method for the correction of low and moderate errors of refraction. Pain in the first few days after the procedure can be annoying to the patients, there are many drugs used to control this pain. However, they have other unwanted effects like prolonging time of healing after the procedure. The reason we are conducting this research to find out if topical nalbuphine hydrochloride (eye drops) is effective in controlling postoperative pain, and which concentration is more effective in preventing pain.     
Type of Research Intervention
This research will involve eye drops instillation in the first three days after the surgery  as well as four follow-up visits to the clinic. 
Participant selection

We are inviting all adults who are candidates for photorefractive keratectomy to participate in the research.
Voluntary Participation
Your participation in this research is entirely voluntary. It is your choice whether to participate or not. Whether you choose to participate or not, all the services you receive at this clinic will continue and nothing will change. If you choose not to participate in this research project, you will be offered the treatment that is routinely offered in this clinic, and we will tell you more about it later. You may change your mind later and stop participating even if you agreed earlier.
Information on the Trial Drug 
The drug we are testing in this research is called Nalbuphine Hydrochloride. It is a well known potent 
analgesic used after many major surgeries. We now want to test the drug on people who will undergo
 photorefractive keratectomy by reconstituting  it into eye drops form.
The drug Nalbuphine is made by Company Amoun Pharma.  You should know that it has a few side effects on the cornea as tested previously on animals and humans. We are aiming to investigate its effect on the healing time following the refractive procedure . 
Some participants in the research will not be given the drug which we are testing. Instead, they will be given artificial tears only, 
Procedures and Protocol
Because we do not know if the tested drug is effective in controlling pain after the surgical procedure we need to compare it in 2 concentrations with the standard care which involves just artificial tears following the operation .  To do this, we will put people taking part in this research into three groups.  The groups are selected by chance, using a computer program. There is a chance of one over three of you not getting the tested drug.
Participants in one group will be given the test drug with high concentration, participants in the second group will be given the drug in lower concentration while those of the third group will be given articial tears only .  It is important that neither you nor the examiner know which of the drugs you are given. This information will be in our files, but we will not look at these files until after the research is finished. This is the best way we have for testing without being influenced by what we think or hope might happen. We will then compare which of the two has the best results.
The investigators will be looking after you and the other participants very carefully during the study.  If we are concerned about what the drug is doing , we will find out which drug you are getting and make changes. If there is anything you are concerned about or that is bothering you about the research please talk to me or one of the other researchers.
If we find that the medicine that is being used does not have the desired effect, or not to the extent that we wish it to have, we will use what is called a “rescue medicine.” The medicine that we will use is called Ibuprofen   which is a systemic analgesic  and it has been proven to control pain. If you find that the drug we are testing does not stop your pain and it is very uncomfortable for you, we can use the rescue medicine to make you more comfortable. 
B. Description of the Process

· You are going to use the given eye drops as needed to decrease pain in the first three days and you will be asked to record the number of times you used the eye drops nd the maximum level of pain you feel during each day of the first three days by using a rating scale from zero to five.

· You will have to attend for daily examination for the first eight days to assess your condition  to detect any complication 
· The last follow up visit will be at the the end of the third postoperative month to assess the final visual acuity and refraction.=p0=[pIn the first visit, a small amount of blood, equal to about a teaspoon, will be taken from 
· Duration 

The research takes place over three  months in total. During that time, it will be necessary for you to come to the clinic/hospital/health facility diy in the first 8 days  days , for 1 hour  each day. We would like to meet with you three  months after your last clinic visit for a final check-up. 
Side Effects

As already  mentioned, this drug can have some unwanted effects like poor control of pain or delayed healing .. It is possible that it may also cause some problems that we are not aware of.  However, we will follow you closely and keep track of any unwanted effects or any  problems. We may use some other medicines to decrease the symptoms of the side effects or reactions. Or we may stop the use of one or more drugs.  If this is necessary we will discuss it together with you and you will always be consulted before we move to the next step.
Risks
By participating in this research it is possible that you will be at greater risk than you would otherwise be. There is, for example, a risk that your pain will not get better and that the tested drug doesn't work even as well as the systemic analgesics.  Also there may be a chance of delayed healing following the surgery.
 While the possibility of this happening is very low, you should still be aware of the possibility.   We will try to decrease the chances of this event occurring, but if something unexpected happens, we will provide you with systemic analgesics.
Benefits 

If you participate in this research, you will have the following benefits: any interim ocular problem will be treated at no charge to you. There may not be any benefit for you but your participation is likely to help us find the answer to the research question to help controlling pain after photorefractive procedures.
Confidentiality
With this research, something out of the ordinary is being done in your community. It is possible that if others in the community are aware that you are participating, they may ask you questions. We will not be sharing the identity of those participating in the research.  
The information that we collect from this research project will be kept confidential. Information about you that will be collected during the research will be put away and no-one but the researchers will be able to see it. Any information about you will have a number on it instead of your name. Only the researchers will know what your number is and we will lock that information up with a lock and key. 
Sharing the Results

The knowledge that we get from doing this research will be shared with you through community meetings before it is made widely available to the public. Confidential information will not be shared. There will be small meetings in the community and these will be announced. After these meetings, we will publish the results in order that other interested people may learn from our research. 

Right to Refuse or Withdraw

You do not have to take part in this research if you do not wish to do so and refusing to participate will not affect your treatment at this clinic in any way.  You will still have all the benefits that you would otherwise have at this clinic. You may stop participating in the research at any time that you wish without losing any of your rights as a patient here. Your treatment at this clinic will not be affected in any way.)
Alternatives to Participating

If you do not wish to take part in the research, you will be provided with the established standard treatment available at the centre.
Who to Contact

If you have any questions you may ask them now or later, even after the study has started. If you wish to ask questions later, you may contact any of the following: 
Dr.Hala Mattout

00201284921290

HKMtoot@medicine.zu.edu.eg 
This proposal has been reviewed and approved by Delta research ethics committee which is a committee whose task it is to make sure that research participants are protected from harm.  

PART II: Certificate of Consent

I have read the foregoing information, or it has been read to me. I have had the opportunity to ask questions about it and any questions that I have asked have been answered to my satisfaction.  I consent voluntarily to participate as a participant in this research.
Print Name of Participant__________________





Signature of Participant ___________________
Date ___________________________

Day/month/year

 

If illiterate

A  literate witness must sign (if possible, this person should be selected by the participant and should have no connection to the research team). Participants who are illiterate should include their thumb-print as well.  
I have witnessed the accurate reading of the consent form to the potential participant, and the individual has had the opportunity to ask questions. I confirm that the individual has given consent freely. 

Print name of witness_____________________             AND         Thumb print of participant
Signature of witness ______________________
Date ________________________

                Day/month/year

Statement by the researcher/person taking consent
I  have accurately read out the information sheet to the potential participant, and to the best of my ability made sure that the participant understands that the following will be done:
1.Use of analgesic eye drops after the surgery for three days
2.Recording the pain score in the first three days 
3.Attending to the clinic daily in the first 8 days and the follow up will continue for three postoperative months
I confirm that the 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 into giving consent, and the consent has been given freely and voluntarily. 
  

 A copy of this ICF has been provided to the participant.
Print Name of Researcher/person taking the consent________________________




Signature of Researcher /person taking the consent__________________________
Date ___________________________



                 Day/month/year
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