[image: image1.png]©

H"\NN[iS“\)



JANUARY 2010
Page 1 of 5

Template for Amendments – example only

For all amendments eg., Protocols, I/C, Admin changes etc. 
PATIENT INFORMATION LEAFLET AND INFORMED CONSENT

Each patient must receive, read and understand this document before any study-related procedure

STUDY NUMBER:                                                          

STUDY TITLE: 

SPONSOR:

INVESTIGATOR:

INSTITUTION:

DATE AND TIME OF FIRST INFORMED CONSENT DISCUSSION: 

	
	
	
	
	:

	dd
	mmm
	yyyy
	
	Time 


INTRODUCTION:

· You are invited to volunteer to participate in a research study and your participation in this study is voluntary.

· Before agreeing to participate in this research study, it is important that you read and understand the following explanation of the purpose of the study, the study procedures, benefits, risks, discomforts, and precautions as well as the alternative procedures that are available to you, and your right to withdraw from the study at any time.

This information leaflet is to help you to decide if you would like to participate. You should fully understand what is involved before you agree to take part in this study. 

· If you have any questions, which are not fully explained in this leaflet, do not hesitate to ask the study doctor.  

· You should not agree to take part unless you are completely happy about all the procedures involved. 

· You may not participate in another medical research study, nor take any other investigational medicine during your participation in this research study . 

You may not have participated in an investigational medicine research study within the past ………days.

· If you are not completely truthful with your study doctor regarding your health history, you may harm yourself by participating in this study.

· If you decide to take part in this study, you will be asked to sign this document demonstrating your understanding of the study. You will be given a copy of this document to keep.

· If you have a personal doctor, it is strongly recommended that, in the best interests of your health, you discuss with or inform your personal doctor of your possible participation in this study. With your permission, the study doctor will also notify your personal doctor in this regard.

PURPOSE OF THE STUDY:
· You have been diagnosed as suffering from ................. and the study doctor would like you to consider taking part in the research of a new medicine, called ....................... . 

· The purpose of this study is to determine ……………

· This study will compare …… (study medicine) with ………..  and ……….. (Where possible, include the South African trade name and/or examples of the medicine in brackets after the word)

A placebo is an inactive substance and it does not contain any medicine.

You will receive one of these treatments. Neither you nor the study doctor will know which treatment you are receiving during your participation in the study. This procedure helps to ensure that the information gathered during the study is accurate. In case of an emergency, the identity of the treatment you are receiving will be available to the study doctor.
LENGTH OF THE STUDY AND NUMBER PF PARTICIPANTS:

· The study will be performed in ……… countries

· Approximately …… patients will participate in this study around the world.

· In South Africa ….. patients will be enrolled at each study site

The patients will be between the ages of …….. and ……..

· The total amount of time required for your participation in this study will be a maximum of ……days/months/years

You will be asked to visit the study doctor ......... times during the study.

PROCEDURES:

If you agree to take part in this study, you will first be asked questions and examined to see if you qualify for this study.

· Before receiving your first dose of study medicine, you will have…….   (Explain study procedures in plain language) 

At each following visit you will undergo:

· Visit 1 – (week aa):

· Visit 2 – (week bb):

· Etc.

Note that: 

· The number of times that blood will be drawn must be stated

· The amount of blood withdrawn at each visit must be stated in tubes, ml, and teaspoons

· Where blood and urine samples are taken from patients, the tests to be done must be specified

· The exact reasons for the blood and urine tests, ECG, and all other tests must be stated
· The necessity for keeping a study diary and/or other study related requirements must be included

WILL ANY OF THESE STUDY PROCEDURES RESULT IN DISCOMFORT OR INCONVENIENCE?
(Examples):  

· Venipunctures (i.e. drawing blood) are normally done as part of routine medical care and present a slight risk of discomfort.  Drawing blood may result in faintness, inflammation of the vein, pain, bruising or bleeding at the puncture site. There is also a slight possibility of infection. Your protection is that experienced personnel perform the procedures under sterile conditions.  A total of ...... ml of blood (i.e. … teaspoons) will be collected over the course of the entire study.
· A chest x-ray is a commonly used diagnostic procedure that exposes you to a small amount of radiation. Although all radiation is cumulative over your lifetime, small doses from x-rays should not create a significant risk to your health.

RISKS OF THE STUDY MEDICINE:

· In previous studies some patients have reported experiencing side effects, which included ...................

UNFORSEEN RISKS:

· The study medicine is investigational and there may be other risks or side effects which are unforeseen or unknown. You should immediately call your doctor if any side effects occur throughout your participation in this study.

BENEFITS:

· The potential benefit from your participation in this study may be control of your………

· However, you may not benefit from this study.

· Your participation in this study will contribute to medical knowledge that may help other patients that, like you, have ………………..

ALTERNATIVE TREATMENT: 

· Alternative treatment in the form of............................. is often used to treat (this condition)............... 

· If you decide not to take part in this study it is possible that your personal doctor may treat you with this, or another suitable treatment.

BENEFITS AND RISKS OF STANDARD ALTERNATIVE TREATMENT:

· (Add relevant details)

ARE THERE ANY WARNINGS OR RESTRICTIONS CONCERNING MY PARTICIPATION IN THIS STUDY?

· (Examples)

· If you are pregnant or breastfeeding or planning to become pregnant during the study period, you may not take part in the study

· If you are a female who can become pregnant you must use suitable contraceptive measures during the study and for ……. months after you stop taking the study medicine, as the safety of this medicine during pregnancy has not been established. You must also read and sign the Supplementary Informed Consent for Women of Childbearing Potential (14 Years and Older)

· If you are a male who can father a child, suitable contraceptive measures should be used during the study and for …… months after you stop taking the study medicine

·  …………. may affect reaction time. Care should be exercised when driving or operating machinery

INTERACTIONS:

· It is important that you let the study doctor know of any medicines (both prescriptions and over-the-counter medicines), alcohol or other substances that you are currently taking.

· Whilst on study medicine, you should not take ……….

RIGHTS AS A PARTICIPANT IN THIS STUDY:
· Voluntary: 
· Your participation in this study is entirely voluntary and you can refuse to participate or stop at any time without stating any reason.  Your withdrawal will not affect your access to other medical care. 

· Discontinuation of study treatment. 
· You must inform the study doctor if you wish to stop taking your study medicine. 

The study doctor will supervise any discontinuation with your health as first priority.

· New findings: 
· The study doctor will provide you with any additional information that becomes available during the study, which may  affect your willingness to continue in the study 

· Withdrawal:  

· Your withdrawal will not affect your access to other medical care. 

· The study doctor retains the right to withdraw you from the study if it is considered to be in your best interest. If your participation is ended early, you will be asked to return to the study doctor’s rooms for study-ending tests and procedures for your safety 

· If it is detected that you did not give an accurate history or did not follow the guidelines of the study and the regulations of the study facility, you may be withdrawn from the study at any time. 

· Pregnancy: If you become pregnant during your participation in the study, you will be immediately withdrawn from the study. All aspects of healthcare related to your pregnancy and infant will be your responsibility. ……(the sponsor) will require access to your medical records and those of your child, from the time you became pregnant and for a minimum of …… weeks after the baby is born.

EMERGENCY CARE AND HOSPITALISATION:

· If you seek emergency care or if hospitalisation is required at any time during the study or up to ……month/s after taking the last dose of study medicine, please tell the treating doctor that you are/were enrolled in this research study and that the study doctor must be informed.
FINANCIAL ARRANGEMENTS: 
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