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Where can I find the nearest MCPAIN research site?
 
We currently have participating sites in California, Oregon, Minnesota, Nebraska, Iowa, Michigan, Texas, Florida, New York, North Carolina, Illinois, Pennsylvania, Maryland, Tennessee, and Louisianna. The full list of sites can be found on the PaTH website. 

How do I join?

Contact the study team at Contact-MCPAIN@umich.edu , and we will connect you with your local site. 

What is painful diabetic neuropathy (PDN)?

PDN is a form of neuropathy that can develop in patients with diabetes. One in five patients with diabetes have PDN[1], and it is the most common complication of diabetes[2-4]. PDN causes pain, numbness, and tingling typically in the feet and lower legs. 

I have diabetes, but I’m not sure if I have PDN. Can I still join?

Yes, you can! During the first visit with the study team, we will screen you for PDN. This includes answering some questionnaires and having a physician examine your legs and feet. 

Why would I join an 8-month study when I don’t have to?

By joining this clinical trial, you will help us understand the best way to treat patients with painful diabetic neuropathy. You will also receive regular monitoring by medical professionals, including visits with a study team physician at three timepoints. The trial lasts many months, as it is important for us to follow changes over time to help guide treatment for others in the future. We hope that, by joining this trial, you find a treatment option that works well for you. 
I am more sensitive to medications in general, what if I don’t do well on medication?

If you are randomly assigned to oral medication as your treatment type, you will work with a physician to choose the medication that is right for you from a list of 10 medications. If you see any side effects, you will be able to come off the drug safely under the supervision of a physician. 

Are these medications safe? 

All of these medications are commonly prescribed for PDN and endorsed by the American Academy of Neurology[4]. These drugs are not considered “experimental” and are considered off-label use. What this means is that the drug has FDA approval and the side effects of these medications are well understood, but there has not been enough testing on PDN specifically to add it to the medication label. However, the off-label use of these medications is not new and is currently one of the only known treatments for PDN.  





What is cognitive behavioral therapy and how would that treat my pain? 

Cognitive behavioral therapy (CBT) is a form of therapy that aims to reduce pain through education, behavior change and changes in thinking.  CBT is an effective treatment option for many painful conditions. In this study, we use two types of CBT. A self-guided CBT website, and therapist-lead  sessions. 

Will this study cure my PDN?

There is no known cure for PDN, only treatments. This means that treatment may reduce your symptoms; however, will not get rid of PDN. 

Is enrollment open to patients outside of the site’s health system (e.g. a referral from an unaffiliated community physician?)

Many of our sites can accept participants outside of their health system, reach out to
Contact-MCPAIN@umich.edu to connect with your local site. 

Can I stay on a treatment if it works at the end of the study?

Absolutely! We hope that during this study you find a treatment that works for you. At the end of the study if you find a treatment that works for you, you may continue this treatment with your regular provider. 

What if I join but change my mind, can I drop out?

Yes, in any research study you can drop out at any time. We just ask that you notify the study team that you choose to drop out. 
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