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December 4, 2015


RE: Arizona Health Care Cost Containment - State Bill 1475 and State Bill 1092 

To the Center for Medicaid and CHIP Services:

I am writing on behalf of the American Academy of Pain Management to express our concerns regarding Arizona’s application for an 1115 waiver amendment from CMS.  Included within the waiver application is a provision that would charge all enrollees a prescription co-payment for the use of opioid analgesic medications.  We believe this proposition to be an egregious case of discrimination against of group of people with a certain medical condition—chronic pain.  Further, this provision may also violate the Affordable Care Act, as HHS has recently disallowed numerous Medicaid programs trying to limit Hepatitis C treatment coverage under this argument.

The Academy recognizes the challenges involved in addressing two major public health crises, namely, inadequate treatment for pain and prescription drug abuse, and to that end, has been heavily involved in both national and state-level efforts to address both health concerns.  As part of an integrative approach to pain management, many people living with pain require controlled substances to maintain optimal functioning. While we fully recognize the risks and limitations of opioid analgesic therapy for some chronic pain conditions, we are also mindful of the harmful impact on too many people with high-impact pain who are needlessly suffering because they are unable to access FDA-approved medications (particularly opioid analgesics) and other treatments that are prescribed by their providers and covered by their health insurance policies. While many policy proposals have the good intention of reducing the misuse, abuse, addiction to, and diversion of controlled substances, these policies often have harmful unintended consequences for people with pain.  Unfortunately, this would be one such policy.

[bookmark: _GoBack]Further, the Arizona proposal attempts to soften the co-pay mandate by excluding those with cancer.  However, the Academy and its partners, the American Cancer Society and the American Cancer Society Cancer Action Network, have argued in a number of settings, including in testimony submitted to the US Food and Drug Administration, that, in the context of opioid therapy, making a distinction between “cancer pain” and “noncancer pain” (or any other type of pain) is inappropriate and scientifically unsupported. Additionally, in the context of rules such as this, it is possible to make the case that excluding treatment of pain resulting from cancer actually creates a sort of “reverse discrimination” against people with cancer. Following are several points to clarify our concerns:

· Defining “cancer pain” and “noncancer pain” is increasingly challenging and arbitrary. The first definitional issue to be addressed is what is typically meant when someone talks about “cancer pain” and “noncancer pain”. Various sources have used various definitions, but the prevailing opinion is that “cancer pain” should include pain caused either by the cancer itself, or by treatments used to address the cancer (e.g., surgery, radiation therapy, and chemotherapy). Others, however, limit their definition to pain caused only by the cancer itself. 

In the 1990s, when advocacy for the use of opioids to treat cancer-related pain was peaking, cancer and its treatment were very different than they are now. At that time, most people with cancer did not experience long-term survival, with a majority dying within five years of their diagnosis. Now, however, more than 60% of people diagnosed with cancer will survive five years or longer, creating a greater opportunity for people to experience long-lasting cancer-related pain. One reason for this increased survival is the widespread use of increasingly neurotoxic chemotherapeutic agents, as well as advances in supportive care that enable people with cancer to receive higher doses of these medications for longer periods of time. The end result is a growing number of people who are long-term cancer survivors with chronic pain resulting from their cancer treatment—pain that is most often, although not exclusively, neuropathic in nature. This pain can persist for many years, and in some cancer survivors, may be a life-long condition. 

The definitional issue raised here has to do with the length of time for which this cancer treatment-related pain is to be considered “cancer pain”; that is, is there some point in time at which this pain ceases to be “cancer pain” and becomes “noncancer pain”? Some governmental agency policies carve out exceptions to insurance coverage limitations for treatment of cancer pain, leading to concern that third-party payers (potentially including Medicare and Medicaid) may argue that, after a certain length of time, pain resulting from cancer treatment should be considered “noncancer pain”, thus relieving those payers from responsibility to cover expensive treatments for these pain diagnoses. If a similar stance were to be adopted by agencies promulgating opioid treatment rules such as these, a cancer survivor might be eligible for opioid treatment one day and ineligible the next day. We don’t believe the turn of a page in the calendar should determine eligibility, but rather, that eligibility should be determined by the cancer survivor’s response to opioid therapy. Consistent with our preference that pain resulting from cancer treatment be considered “cancer pain”, we also believe that it should continue to be considered “cancer pain” for its entire duration.

· Physiologically and pharmacologically, pain is the same, whether it results from cancer, cancer treatment, or a noncancer cause. What should be at issue in rule promulgation is the physiology underlying a painful condition and the response to pharmacological treatment of that condition. Whether it is a tumor, the sequelae of cancer treatment, or any of a number of noncancer-related causes that produces a physiological change that the person labels as “pain” is immaterial. The important point is that the changes in the nervous system that result in pain are the same, regardless of whether the cause is related or unrelated to cancer. 

Similarly, the decision about whether or not to use opioids as part of the treatment for a painful condition should be based on the person’s response to those opioids, not on the condition that produced the physiological changes that are labeled as “pain”. We are not aware of any data that suggest that opioid receptors function differently in people with, versus without, cancer. To suggest that certain factors need to be considered when using opioids to treat people without cancer, but not when treating people with cancer, seems illogical and devoid of evidentiary support.

· Creating a cancer/noncancer distinction implies that “noncancer pain” is a heterogeneous entity. In fact, “noncancer” pain is a condition associated with scores, if not hundreds, of diverse diagnoses. For some of these diagnoses, existing data appear to suggest that the use of opioids is not beneficial (e.g., fibromyalgia), while for others, the bulk of the existing data suggest that opioids may be beneficial for many people with those conditions (e.g., severe osteoarthritis, sickle cell disease, etc.). This heterogeneity in opioid responsiveness is the reason why rules such as these need to emphasize that the propriety of opioid therapy can only be assessed in the context of the individual’s response to that therapy, not on the basis of diagnosis alone—and certainly not on the basis of whether the pain results from cancer and its treatment, or from other causes.

In our view, excluding cancer survivors from the provisions of these rules suggests that the drafters believe one or both of the following to be true:

· Cancer survivors do not abuse or divert opioids, nor do they develop addiction or experience overdose as a result of opioid therapy; and/or
· Although these adverse outcomes may occur in cancer survivors, it is not important to attempt to prevent them by including cancer-related pain in the scope of these rules.

We are aware of no data to suggest that cancer survivors are less susceptible to any of these adverse outcomes (although, it is probably also fair to say that such data may not exist in the scientific literature). In fact, a case could easily be made that cancer survivors have a higher prevalence of addiction to non-opioid substances, given that addiction is a risk factor for the development of many cancers. Hepatitis C and HIV resulting from intravenous drug abuse are associated with increased risk of liver cancers and lymphomas, respectively, and perhaps other types of cancer as well, and many types of cancer are more prevalent in the context of alcohol and nicotine abuse/addiction. The presence of one substance use disorder (including those involving alcohol and nicotine) is regarded as a significant risk factor for a substance use disorder involving opioids, too.

I am happy to discuss this issue with you if necessary. Please feel free to contact me by email at btwillman@aapainmanage.org, or by telephone at 209-288-2210.

About the Academy: The American Academy of Pain Management is the premier organization for all clinicians who care for people with pain. It is the largest pain management organization in the nation and the only one that embraces, as part of its mission statement, an integrative model of care, which: is patient-centered; considers the whole person; encourages healthful lifestyle changes as part of the first line of treatment to restore wellness; is evidence-based; brings together all appropriate therapeutic approaches to reduce pain and achieve optimal health and healing; and, encourages a team approach.

Sincerely yours,
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Robert Twillman, Ph.D., FAPM
Executive Director	
American Academy of Pain Management
975 Morning Star Dr., Suite A, Sonora, CA 95370
T: 209-533-9744   F: 209-533-9750 E: aapm@aapainmanage.org   W: www.aapainmanage.org
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