KEY INFORMATION FOR COMPARATIVE EFFECTIVENESS STUDY OF DRUG A
AND DRUG B IN CHRONIC OBSTRUCTIVE PULMONARY DISEASE PATIENTS

This research study will compare two medicines commonly used to treat Chronic Obstructive Lung Disease (COPD). COPD makes it hard to breath due to damage to the lungs. We are inviting you to take part in the study because your lung doctor diagnosed you with COPD. This page is designed to give you key information to help you decide whether to participate. Ask the research team questions. If you have questions later, the contact information for the research investigator in charge of the study is below. 

what is the STUDY ABOUT AND HOW LONG WILL IT LAST?  

We do not know if Drug A or Drug B is better at improving health related quality of life (HRQoL) in COPD patients. By doing this study, we hope to learn which medicine is best at improving breathing and HRQoL.
If you agree to participate:
· The study doctor will not pick which drug you will take. We will use a computer to place you in one of the two study groups. The group the computer picks is by chance, like a flip of a coin. You will have an equal chance of being in either group. If you want more information about randomization, we will show you a brief video.
· You will receive either drug A or drug B. We will not tell you which of the two medicines you get. You will take the beginning dose of the study medicine as directed for one year. The dose of the study drug will not change while you are on the study.
· You will have four (4) research clinic visits during the study. The study doctor will perform a brief exam and ask five (5) questions about your quality of life.
· After the study, we will tell you which of the two medicines you took. You and your lung doctor can decide if you should continue taking the drug once the study is complete.

what are key reasons you might choose to volunteer for this study?

There is no guarantee that you will benefit personally from being in this study. However, some participants appreciate knowing they have contributed to research that may benefit others in the future. The research team will give you guidance on how to manage your COPD. The study provides the medicine and research visits to you at no cost. For a complete description of benefits, refer to the Consent Document below.

what are key reasons you might choose not to volunteer for this study?

Both medicines used in this study are FDA Approved to treat COPD. You should not participate in this study if you do not want to leave the choice of medicine up to chance. The study computer picks which medicine and dose you receive instead of a doctor choosing. The Detailed Consent (page X) provides a list of possible risks for each study medicine.

The study doctor will know which medicine you are taking. The research team will monitor your COPD closely. If your COPD gets worse or you do not tolerate the medicine, we can remove you from the study. Your lung doctor can then prescribe another medicine based on his/her medical opinion. 

You do not have to participate in the study to receive medication for your COPD. Other treatments, including drug A and B, are available for your lung doctor to prescribe outside of the study. If you decide not to be in the study, your lung doctor will choose a treatment he/she thinks is best for you. For a complete description of alternate treatment/procedures, refer to the Consent Document below.

DO YOU HAVE TO TAKE PART IN THE STUDY?

If you decide to take part in the study, it should be because you really want to volunteer. You will not lose any services, benefits or rights or access to care you would normally have if you choose not to volunteer. 

what if you have questions, suggestions or concerns?

The person in charge of the study is _________________. If you have questions, suggestions, or concerns regarding this study or you want to withdraw from the study his contact information is: {PI contact information}.

If you have any questions, suggestions or concerns about your rights as a volunteer in this research, contact staff in the Einstein Institutional Review Board (IRB) between the business hours of 9am and 5pm EST, Monday-Friday at 718-430-2253 or irb@einstein.yu.edu.
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