As a solution to the given objections, I suggest that: 
1. We amend the confusing language about IRB approval to simply state “Notably, this study was approved in the ‘expedited’ review category.” This is accurate, unambiguous and is clearly defined in Federal US Department of Health and Human Services rules. Expedited review is for studies that involve human interaction but pose no more than “minimal” risk of harm to human subjects (comparable to blood draws). This classification was reaffirmed by a very experienced researcher that has over three decades of experience being involved in IRB activities. As far as I know, there is not even a mechanism for an investigator to insist upon a full IRB review if an expedited one is unexpectedly granted, as it was in this case.
2. We acknowledge the FDA language in the online version and put a disclaimer that discourages anyone from doing a similar study without IRB approval that specifically includes permission for patient self-administration.
 The key point in this whole discussion is that IRB approval permits us to do this, regardless of what FDA indications and definitions are. To deny this would effectively render research into new therapeutic methods impossible. Even if individuals object to its classification as “expedited review category,” this does not undermine the legitimacy of our approval as it was obtained in good faith and according to the appropriate mechanisms.  We also had several additional layers of oversight, including the Chillicothe VA Human Subjects Protection committee and the Cincinnati VA. No one at any of these sites raised concerns or objected to this study.
 To reiterate from a different angle, disagreement about its categorization as an “expedited review” would not negate the validity of the permission we received with IRB approval. However, the fact that it was categorized as expedited review by a large and reputable university’s IRB is a very significant event in acupuncture research in terms of affirming the safety of acupuncture ear studs for self-administration and future studies involving the same.
 Here are more relevant items for consideration, some of which may be redundant: 
1. The only purpose of the statement about IRB approval was to convey that it was classified by highly qualified individuals as “no more than minimal risk” as defined by the HHS rules and is comparable in risk to blood draws. These individuals routinely approve much more dangerous medical studies and are qualified to make this determination. This category decision was reaffirmed upon review by Dr. Linke, who has more than three decades of experience.
2. IRB approval allows researchers to use medications, devices and methods that are not FDA-approved for the conditions under investigation and in novel ways . If this were not true, no one could research anything if the item were not previously FDA-approved for the indication being researched.  This objection is purely bureaucratic, has no scientific or ethical merit and should be dismissed with prejudice (i.e. not considered in the future in similar cases) so this does not have to be dealt with if investigators with IRB-approved studies attempt to expand the indications for acupuncture and acupuncture needles.
3. The FDA definition of acupuncture needles is clearly meant for standard acupuncture needles that are long and can penetrate deeply. These are much more dangerous than the 2mm long ASP studs used in this study and the standard needles can foreseeably cause severe injury if they penetrate body cavities. Based on the FDA definition, one could pedantically argue that the ASP needles used in this study are not “acupuncture needles” as defined by the FDA and thus legalistically dismiss this objection altogether. One could also argue that a licensed practitioner giving a patient these ear studs in a controlled/supervised manner is included within the purview of the FDA’s language and is consistent with long-standing medical practices of giving more dangerous sharps to patients for other medical conditions such as diabetes.
4. No physician-acupuncturist I have spoken to has objected to this project in terms of safety or appropriateness, including a former president of the AAMA and the current editor-in-chief of Medical Acupuncture.
5. Research in this vein may facilitate an expansion of the definition and indications for acupuncture and acupuncture needles. The FDA has not changed anything about its definition of acupuncture in 25 years and acupuncture needles are in relative limbo compared to other devices in that they have no conditions for which they are indicated. Research that makes acupuncture more widely known and available in a safe manner will allow for more robust and widespread efforts to empirically verify its efficacy in a variety of conditions.
Finally, the goals of this project were to provide safe new ways to help chronic pain patients, enhance the reputation and legitimacy of acupuncture and make a non-opioid alternative to pain relief more widely available in a very specific context (VA patients with chronic pain). No one is currently advocating that this become a common practice in a non-supervised setting; this was purely a pilot project to assess the safety and feasibility of larger studies that are powered to detect treatment effects and create an infrastructure to improve pain care within a large healthcare system.
