SAMPLE SCRIPT

This is a guideline only.  Modify the language level to maximize each patient and/or family’s ability to fully understand.  Speak in a slow and relaxed manner.  There is a lot of information to get across.
For use with Inpatients:

Try to precede a long information session with a short introduction about a week earlier.

Hi, Mr./Mrs./Ms____________. My name is____________________.  I’m from the Research Institute.  It’s my job to evaluate everyone who is admitted with a (stroke/head injury) to see who qualifies to hear about our research projects after they are discharged, and you are eligible. 

If patient is decisionally-capable: I’m just going to leave some information with you right now (brochure) and I’ll stop back in a few days to answer any questions you may have. Feel free to share it with your family. (If patient looks interested at this point-you can proceed, but in general, it’s best just to make the first contact brief). 

If you sense patient is decisionally-impaired: (DO NOT leave brochure-contact family)
For use when:

1. Approaching a decisionally-capable patient  

2. Notifying a family member of a decisionally-capable patient about the Registry

3. Contacting a family member for their proxy consent, when a patient is decisionally-impaired

Hi, Mr./Mrs./Ms____________. My name is____________________. 

I’m from the Research Institute at MossRehab.  In addition to its strong therapy programs, Moss has an extensive research network as well.  I wanted to tell you about a particular program that (you, “patient’s name”) qualify for.  Is this a good time?  

If no,…[determine when to return or when to call back]

If yes,…

It’s my job to evaluate everyone who is admitted with a (stroke/head injury) to see who qualifies to hear about our research projects, and  (you, “patient’s name”) have/has been identified as a good candidate to enroll in our patient research registry.  So, what is our registry?  Well, we established the patient registry 6 years ago as a way of maintaining contact with our patients, so that they can be alerted to research projects for which they qualify after they leave Moss. 

It’s a list of  over 2,000 people now, who are entered into a computer along with information about your (stroke/brain injury). If you decide (you’d like to/ you’d like to have him/her join), (you/he/she) will be added to the list so that we can match you to studies that might interest you and notify you about them (PERSONALIZE)  For example If a study on (speech /memory/arm movements) starts up four months from now, we’ll know we have your permission to call (you/him/her) and let you know about it.  

(Your/his/her)  participation is always voluntary.  

It’s not tied into (your/his/her) medical care or medical insurance. 

(You/he/she) will be paid to participate if  (you/he/she) decides to enroll in a clinical trial. Is this something that would interest you?

If NO,  (Most of the time, patients and/or family members will tell you the reason they are not interested. Some are overwhelmed with the newness of the illness.  They can’t conceive that they will be able to arrange transportation etc. Others have a negative preconceived notion about research in general. Try to determine if there are any questions you can answer that will allay their fears.) 

Okay… I am always here to answer any questions you may have in the future? Would you like me to leave the information for you to review? This way if you ever decide that you might like to hear more about it, you will be able to contact me. Thank you for time today.
If YES, Great,
In order to participate, you’ll need to review the project with me and sign a consent form so that we’re able to add (your/his/her) name to the call list and gather some information for our records so that we can match you to studies. 

(If on phone with a family member)

When are you planning to visit next?  Do you have a conference scheduled?

(Re: conference- If yes, try to come in before or after the conference when they will be there.) 

When we meet, I’ll give you some additional details about how all of this works.  
[an alternative] 

We can do the consent process over the phone if you like, but you will have to come in to actually sign the forms before we can place ________’s name in the Registry.

(In person with patient and/or family member)

We can review the form and you can sign it now or, (PREFERABLY) we can review it and you can opt to keep and look it over; share it with others in the family; and then I can come back.

During the actual consent form review:

Point to INTRODUCTION AND PURPOSE paragraphs

• The Patient Registry is funded by a grant from the National Institute of Health to organize research efforts to see how abilities such as speech, memory and movement are affected by a stroke and head injury; what treatment approaches work best and what changes go along with recovery.

Point to PROCEDURES

•  This section lists the type of information we add to your computer file: Some of (your/his/her) medical history: e.g. what side of the body the stroke affected, results of CT and MRI scans, and other social information such as your birthdate, former occupation etc.  We identify you and your information by a number.  Only the people who work in our office have access to your real name and phone number.  It’s important to remember that by signing this, you are ONLY giving us permission to call you to ask if you want to “hear” about a study. Then, when we call you, we’re going to tell you about the study and ask you if you want the researcher to call you and schedule an appointment with you. You are NOT signing up for a particular study right now.

You’re never obligated to say YES.  You can say “no, not this time, but keep me on the list”, or you can decide you’re not interested anymore and opt out totally.  In that case, all your information will be permanently deleted.

Point to RISKS

• The only risk that we have identified is that you may get a phone call. It works out that patients are called 2-3 times a year at most, and in fact some are never called. There’s NO guarantee. 

Point to BENEFITS

· Treatment by leading researchers- often when insurance benefits have run out

· Access to treatments that aren’t readily available

· Helping to improve the quality of rehabilitation to everyone who experiences a brain injury or stroke.

· Assured of being notified for projects that may benefit him/her directly 

· compensation for time and travel costs

Point to RIGHTS

It’s clearly stated here that  (you/he/she-- are/is) a volunteer.  This has nothing to do with medical insurance or medical care. (You/he/she) can be taken off the list at any time.  

Do you have any questions?  

(Question patients on the main points- particularly, if you have any sense that they are confused. e.g. Do you understand that you will only be called when you qualify for a study?)

Point to CONFIDENTIALITY AND HIPAA AUTHORIZATION

Confidentiality is our primary concern.  This section describes what information we collect so that we can match (you /him/her) to a study, why that information is needed, and who can view the information.  You are only authorizing us to use your information for the purposes of the Research Registry. 

(Explain as much of this word for word as is necessary for each family and patient.

Patient & Family must physically sign the form. While a family member may give a verbal authorization over the phone, at some point, that family member will have to actually sign it, or the patient CAN NOT be enrolled. The decisionally-capable patient, who signs for him/herself, may opt to forego having a family member sign as having been “notified” of his/her intent and still enroll.)

Introduce THE PRIVACY NOTICE when you get to this sentence  

Our Notice of Privacy Practices (a separate document) provides more information on how we protect your information.  A copy of the Notice will be provided to you. 

(Give the patient and/or family member the Notice. They do not have to sign separately for it.
By signing the consent form, the patient and/or family member is confirming that they received a copy of the Privacy Notice. )
• Photocopy consent form when all signatures are acquired and leave a copy for the patient and/or family member.







