University of Pennsylvania

Information Sheet and HIPAA Authorization

Title of the Research Study: A Novel Approach to Elucidate Mechanisms for Disparity in Cancer Pain Outcomes
Protocol Number: 810322
Principal Investigator: Salimah H. Meghani, PhD; 418 Curie Blvd. Philadelphia PA, 19104; (215) 573-7128 (office)
Emergency Contact: Salimah H. Meghani, PhD; 418 Curie Blvd. Philadelphia PA, 19104; (267) 303-3305 (cell). 

You are being asked to take part in a research study. This is not a form of treatment or therapy. It is not supposed to detect a disease or find something wrong. Your participation is voluntary which means you can choose whether on not to participate.  If you decide to participate or not to participate there will be no loss of benefits to which you are otherwise entitled. Before you make a decision you will need to know the purpose of the study, the possible risks and benefits of being in the study and what you will have to do if decide to participate. Please read this information sheet first. You do not have to make a decision right away if you do not understand any part of the consent document; you can share it with family, friends, or call Dr. Meghani at (215) 573-7128 for any questions or clarification or have this form read to you. 

What is the purpose of the study? 

The purpose of the study is to learn more about how African Americans and White individuals make decisions about treatment of cancer-related pain. 
Why was I asked to participate in the study? 

You are being asked to join this study because you are an African American or White individual who has experienced cancer-related pain and is receiving care at one of the four sites, Abramson Cancer Center or Symptom Management and Palliative Care Program at of University of Pennsylvania,  Joan Karnell Cancer Center at the Pennsylvania Hospital, and Presbyterian Hospital. 

How long will I be in the study? How many other people will be in the study?
The study will take place over a period of two years. However, you are asked to participate only for a period of three months. Your participation will require completing two surveys (one at the baseline and one at 3-months). You will be one of 240 people in the study.    

Where will the study take place? 

If you agree to participate, Dr. Meghani or her research assistant will make an appointment to visit your home for data collection. If you are not comfortable with us visiting your home, we will make an appointment with you to collect data before, during or after your outpatient oncology visit.   

What will I be asked to do?

If you agree to participate in the study, the researcher will request you to make an appointment for a total of two home visits (or clinic visits for research) at the beginning and end of a 3-month period. The purpose of the first data collection will be to complete informed consent (this form) and computer-assisted surveys (described below). Further the researcher will provide instructions on how to use an electronic monitoring device for taking your pain medication and a study diary during the 3-month study period. The first visit will be a little longer and should take 60-70 minutes. At the conclusion of the first home visit/interview, the research assistant will make an appointment for the next home or clinic visit at 3-months. A phone call will be made to you one week in advance of the due appointment to remind you of the upcoming home visit or data collection. During the second home visit/ data collection, you will be asked to complete the same set of surveys as you completed during the first visit. In addition, we will collect from you the electronic medication monitoring device and the study diary given to you during the first visit. The second data collection should take between 40-60 minutes. 

As for the surveys you will take, you will be asked to answer questions about your preference for pain medications (10-15 minutes), severity of your pain and its impact on your daily life (10-15 minutes), side-effects and other barriers you experience from taking pain medications (10-15 minutes). Further, you will be asked questions about how much pain medication you have taken in the last month and any difficulties in taking pain medications. Finally, you will be asked to complete a few questions about your social support (5-10 minutes) and the ease of completion of this computer survey. The entire interview will take 40-60 minutes to complete.  

The researcher will also review your medical records in order to gather information about your diagnosis of cancer, stage of cancer, time since cancer diagnosis, past history of drug or substance use, history of other illnesses, current and past pain medications, and information related to pain assessment and severity.  
What are the risks? 

There are no physical risks involved in this study. There is a minimal risk of loss of confidentiality and emotional discomfort as a result of answering questions about your cancer pain but you are free to not answer any question you do not wish to. You can also withdraw from study at any time. Your care will in no way be affected by your decision to participate or not in the study.  

How will I benefit from the study?
There is no benefit to you. However, your participation could help us understand how patients of various races and ethnicities make decisions about treatment for cancer pain. In the future, this may help researchers to come up with culturally appropriate programs to manage pain in cancer patients. 

What other choices do I have? 

Your alternative to being in the study is to not be in the study.  

What happens if I do not choose to join the research study? 

You may choose to join the study or you may choose not to join the study. Your participation is voluntary.  There is no penalty if you choose not to join the research study. You will not loose any benefits or advantages that are now coming to you, or would come to you in the future. Your doctor or nurse will not be upset with your decision. If you are currently receiving services and you choose not to volunteer in the research study, your services will continue.           

When is the study over? Can I leave the study before it ends?


The entire study is expected to take two years to complete. The study may be stopped without your consent at the decision of the investigator (PI), the sponsor or the Office of Regulatory Affairs at the University of Pennsylvania.
You have the right to drop out of the research study at anytime during your participation. There is no penalty or loss of benefits to which you are otherwise entitled if you decide to do so. Withdrawal will not interfere with your future care. If you no longer wish to be in the research study, please contact Dr. Salimah Meghani at 215-573-7128.   

How will confidentiality be maintained and my privacy be protected? 

The research team will make every effort to keep all the information you tell us during the study strictly confidential, as required by law. The Institutional Review Board (IRB) at the University of Pennsylvania is responsible for protecting the rights and welfare of research volunteers like you. The IRB has access to study information. These documents will be kept confidential. All identifiable documents will be destroyed when the study is over.   

The computer survey is de-identified meaning that we do not collect your name, address or other personal information. You will log into the survey using the unique code number that will be assigned to you. There will be only one document (contact sheet) that can identify you by your name that was completed when the code number was assigned to you. All other documents with your demographic, health history, and study surveys, study diary, and electronic event monitoring device, and consent information sheet will only have code numbers. Your contact sheet with your name will be stored in a locked cabinet at University of Pennsylvania School of Nursing in Dr. Salimah Meghani’s office. The demographic sheets, health history, and study surveys will not have your name and will be kept in a locked cabinet separate from your contact information. Your contact information will be kept for the length of this study and will be appropriately destroyed at the completion of the present study. The unidentified demographic sheet, study survey responses will be retained in a locked cabinet and may be used for future research. Every attempt will be made by the investigator to maintain all information collected in this study strictly confidential except as may be required by the court or law. You will not be identified by name or other personal information in any presentations or publications that will result from this study.  
Will I have to pay for anything? 

No. You do not have to pay for anything related to participation in this study.  

Will I be compensated for participating in the study? 

To show our appreciation for your time, we will give you $30 at the conclusion of the first home visit/data collection and $50 at the conclusion of the second and final home visit or data collection.

What personal health information is collected and used in this study, and might also be disclosed?

The following personal health information will be collected, used for research, and may be disclosed during your involvement with this research study: 

	· Name, age, gender, marital status, education, health insurance, occupation, family income. 

· Personal medical history 
	· Current and past pain medications or therapies.

· Information from a physical examination related pain assessment and severity. 


Which of our personnel may use or disclose your personal health information?

The following individuals may use or disclose your personal health information for this research study:

· The Principal Investigator and the Investigator’s study team 

· Authorized members of the workforce of the  UPHS and the School of Medicine, and University of Pennsylvania support offices, who may need to access your information in the performance of their duties (for example: for research oversight and monitoring, to provide treatment, to manage accounting or billing matters, etc.). 

Who, outside of UPHS and the School of Medicine, might receive your personal health information? 

As part of the study, the Principal Investigator, the study team and others listed above, may disclose your personal health information, including the results of the research.  This information may be disclosed to those listed below:

· Authorized members of University of Pennsylvania School of Nursing 

· The sponsor of the study, i.e., the National Institutes of Nursing Research at the National Institutes of Health. 

Once information is disclosed to others outside the University of Pennsylvania Health System or School of Medicine the information may no longer be covered by the federal privacy protection regulations. 

· In all disclosures outside of the University of Pennsylvania Health System and School of Medicine, you will not be identified by name, social security number, address, telephone number, or any other direct personal identifier unless disclosure of the direct identifier is required by law.  Because we are collecting information about your drug and substance use, we may be required by law to release this information.
· In records and information disclosed outside of the University of Pennsylvania Health System and School of Medicine, you will be assigned a unique code number for this study. The Principal Investigator will ensure that the key to the code will be kept in a locked file.  The key to the code will be destroyed at the end of the research study. 
How long will the University of Pennsylvania Health System and the School of Medicine be able to use or disclose your personal health information?
If you accept this authorization, this authorization has no expiration date. 
Your information may be held in a research database.  However, UPHS and the School of Medicine may not re-use or re-disclose information collected in this study for a purpose other than this study unless:

· You have given written authorization to do so 
· The University of Pennsylvania’s Institutional Review Board grants permission after ensuring that appropriate privacy safeguards are in place 
· As permitted by law 
Will you be able to access your records?
While we do not anticipate this to be a problem in the present study, you might not be able to access some or all of your medical records during your participation in the study.  For example, access to portions of your medical records may be denied in studies where your knowledge of study results included in such records could affect the reliability of the study.  You will have access to your medical record information when the study is over or earlier, if possible.  The Principal Investigator is not required to release research information to you that is not part of your medical record.
Can you change your mind?

Yes, at any time you may withdraw your approval to allow the use and disclosure of your personal health information as described here.  You must do so in writing to the Principal Investigator, Dr. Meghani at the address provided at the beginning of this form. Even if you withdraw your permission, your personal health information that was collected before we received your written request may still be used and disclosed, as necessary for the study.  If you withdraw your permission to use your personal health information, you will also be withdrawn from the research study.

By accepting this document you are permitting the UPHS and the School of Medicine to use and disclose personal health information collected about you for research purposes as described above. You will be given a copy of this information sheet including Dr. Meghani’s contact number for your records. 
Who can I call with questions, complaints or if I’m concerned about my rights as a research subject?

If you have questions, concerns or complaints regarding your participation in this research study or if you have any questions about your rights as a research subject, you should speak with the Principal Investigator listed on page one of this form.  If a member of the research team cannot be reached or you want to talk to someone other than those working on the study, you may contact the Office of Regulatory Affairs with any question, concerns or complaints at the University of Pennsylvania by calling (215) 898-2614.

When you accept this document, you are agreeing to take part in this research study. If you have any questions or there is something you do not understand, please call Dr. Meghani at 215-573-7128. 

□ I have read and understood this consent information sheet and by checking this option, I agree to participate in this study. 

□ I decline to participate in this study. 

November 12, 2009 
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