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April 27, 2015

E. William St. Clair, MD, FACR, President
American College of Rheumatology (ACR)
Stcla003@mc.duke.edu

Dear Dr. St. Clair,

I am writing on behalf of the Lyme Disease Association, Inc. and LymeDisease.org and the total 89 undersigned
organizations to share concerns we have about the process in which you are a partner organization with the
Infectious Diseases Society of America (IDSA)—i.e., the revising of the Lyme disease treatment guidelines.

As representatives of Lyme disease groups across the U.S., we want to ensure that you understand the perspectives
of these organizations who represent the viewpoints of hundreds of thousands of patients who either have Lyme
disease or have close family members/friends with the disease. In addition, several of these organizations fund
research on Lyme and other tick-borne diseases (TBD) much of it published in peer review and have sponsored
CME conferences on TBDs.

The history of prior IDSA Lyme disease guidelines’ iterations has been contentious from the patient perspective.
Patients have repeatedly asked to be involved in the guideline development process for these guidelines, which
profoundly impact their ability to obtain access to care. Patients have also requested that a broad spectrum of
scientific and clinical viewpoints be represented at the table. The current guidelines development process continues
to exclude viewpoints from patients and from clinicians who treat most of the patients who fail a single course of
antibiotic treatment— often some of the sickest people who require the highest level of medical care. It also
excludes researchers who hold viewpoints that are not aligned with those of the IDSA.

We submitted comments to the IDSA following all the rules during the open comment period, which originally
ended April 9. Part of our comment addressed the short length of the comment period itself, which included two
major holidays. IDSA closed the comment period on the 9™ before close of business, then without notice, reopened
the next day, extending the time period until April 24.

After the extension notice appeared, we wrote to IDSA and requested the right to send additional comments with
additional signers, since the opportunity to complete both tasks was not optimal under the original time period, and
we had no idea an extension after the fact would be offered. We were denied, with IDSA indicating in an email that
the rule was that the submission had to be completed in one sitting. Of course that “one-sitting submission” rule
applied under the original “4-week deadline” rule, the latter which was subsequently changed—thus, had the IDSA
embraced a desire to reasonably accommodate input from scores of advocacy organizations representing many
thousands of patients, we should have been permitted to submit additional material and additional signers.

Since we have no knowledge of IDSA’s intent with respect to comment dissemination to any of its partners, along
with this cover letter, we include the comments we sent to IDSA, and additional comments submitted by other
groups who would have signed onto our comments and do endorse our comments. We also endorsed the comments
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of these groups. They tried to submit their comments during the extended period, but it was closed out before they
could do so.

We also draw your attention to the fact that LDo conducted a survey of patients to determine what outcomes patient
deem important, as both the GRADE process and the IOM guidelines standards view this information as critical to
the development process. The report on this survey, which drew over 6,100 responses in one month, is now
available for you to review.

We respectfully ask that you examine the materials we have submitted, review our concerns from the patient
perspective, and further investigate the issues we have raised. Our goal, and we are confident, your goal, is to
ensure that patients who are treated for Lyme disease are given the best possible medical care to bring them toward
a state of health.

Do not hesitate to contact me with any questions.

Thank you.

Sincerely,

Patricia V. Smith
Cotueio V /{s[mdﬂ
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