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July 21, 2003

Dockets Management Branch (HFA-305)

Food and Drug Administration

5630 Fishers Lane

Rockville, MD 20852

Re:
Comment to Docket No. 02N-0434 – Withdrawal of Certain

Proposed Rules and Other Proposed Actions; Notice of Intent

The International Hearing Society (IHS) applauds the Food and Drug Administration’s (FDA’s) efforts to reduce its regulatory backlog and focus its resources on current public health issues.  IHS  is pleased to submit these comments in strong support of the agency’s April 22, 2003 proposal to withdraw certain advance notices of proposed rulemaking (ANPRMs) and other proposals published in the Federal Register more than 5 years ago, but not acted upon by the FDA.  

IHS strongly urges the FDA to add one additional ANPRM to the list of measures to be withdrawn.  Please withdraw the November 10, 1993 ANPRM regarding the conditions for sale of hearing aids (21 CFR §§801.420 and 801.421. 
).   This ANPRM merits withdrawal since it fits within all the criteria listed in the Agency’s April 22, 2003 Federal Register Notice. 

A.  Background 


On November 10, 1993, FDA published the hearing aid ANPRM.
  It appeared less than a month after a September 15, 1993 congressional hearing before the Senate Special Committee on Aging which examined the sale and use of hearing aids.  The congressional hearing and the ANPRM were motivated, in part, by several enforcement actions FDA had taken in the previous year to curb unsubstantiated advertising.  The ANPRM was one of several steps FDA took in 1993 to reevaluate the regulatory framework governing the sale and distribution of hearing aids.  In the ANPRM, FDA asked for comments concerning whether the existing regulation should be tightened to include, among other things:  (1) a requirement for a more comprehensive diagnostic hearing assessment prior to purchase; 2) a requirement that the hearing assessment be conducted by a State-licensed health professional; and (3) a more stringent requirement to prevent an abuse perceived in the use of the existing waiver provision.
  Before the comment period closed on January 10, 1994, FDA held a Part 15 public hearing on the ANPRM.
  


Many comments to the ANPRM and to the Part 15 hearing agreed that FDA’s reevaluation of the hearing aid regulations was a good first start, but that FDA’s ANPRM proposal lacked a full understanding of both the needs of patients to obtain an underutilized device (only approximately 20% of those who could benefit from a hearing aid actually use one) and the roles of various categories of hearing care providers licensed by the states.  

In short, the overwhelming majority of comments demonstrated FDA’s need to reconsider the assumptions underlying the ANPRM  and to rethink whether and what kind of changes  were actually needed in an area traditionally regulated by state hearing professional boards.   Since the 1993 notice was issued, the agency received and docketed approximately 5,035 comments related to the ANPRM.  Approximately 1,602 of those comments are currently available on FDA’s web page.
  Of the 1,602 web-posted comments, very few appear to support the ANPRM.
  Most commenters agreed that states had used their professional licensing authority well to balance the important roles of hearing instrument specialists (HIS), audiologists, otologists and otolaryngologists, and that additional federal regulation was unnecessary. 


FDA and professional groups of hearing health professionals have also dealt effectively with most of the documented concerns in the sale and distribution of hearing aids, making additional regulation unnecessary.  In September 1993, then FDA Commissioner David Kessler testified before the Senate Special Committee on Aging that FDA was taking action to improve the regulatory framework under which hearing aids are regulated.  Aside from reevaluating the hearing aid regulations (as provided in the ANPRM), Dr. Kessler noted that FDA was proactively: (1) requiring manufacturers to remove misleading promotional material and advertising, and (2) requiring better clinical testing of hearing aids and substantiation of claims.
  IHS and its counterparts in audiology and medicine also created and distributed to their members patient screening forms that insure that appropriate interviews and testing are conducted, and that otologic “red flag” warning signs are detected.  If any of these red flags exist which could indicate treatable medical conditions underlying hearing loss, patients are referred to medical professionals.    


After the ANPRM comment period closed, FDA took no further public action on the issue until 1998. In April 1998, FDA published its Unified Agenda and stated that it would publish a notice of proposed rulemaking (NPRM) based on the 1993 hearing aid ANPRM by June 1998.
  This notice did not identify any new information to support action on the aging ANPRM, nor did the notice acknowledge the thousands of opposing comments sent to the agency in response to the ANPRM.  Again, FDA was flooded with additional comments in opposition to the proposed action, most of which are web-posted on FDA’s Docket for 93N-0372.
  FDA did not publish a NPRM and has taken no public action since that time.

B.  Criteria for Withdrawal

In its notice of intent to withdraw certain proposed rules, FDA stated that the backlog of pending proposals “dilutes its ability to concentrate on higher priority regulations that are mandated by statute or necessary to address current public health issues.”
  The agency’s “limited resources and changing priorities” have prevented FDA from considering, “in a timely manner, the issues raised by the comments on these….”
  Moreover, FDA stated that it would need to obtain further comment on the proposals that have become outdated.


1.  The ANPRM is a Low Priority.

The publication of a NPRM on the medical device hearing aid regulation is not included in FDA’s current Unified Agenda.  The hearing aid ANPRM is obviously a lower priority than the proposed rules on its Unified Agenda.  More importantly, given FDA’s past commitment to enforcing promotional restrictions, exempting from premarket clearance these bone-conduction devices which evidence few safety or efficacy concerns, and requiring better clinical testing of hearing aids in conjunction with state licensing authorities and professional self-regulatory organizations, the public health concern voiced by the agency in 1993 is no longer apparent.  To the extent that any current public health issues exist or need to be addressed, FDA cannot rely on its 1993 evaluation or on the assumptions used in drafting the ANPRM.  


2.  The ANPRM Is Outdated.

The ANPRM was published nearly 10-years ago.  More than half of the comments received by FDA came in 1993-1994.  FDA has been unable to review and respond to those comments in a timely manner.  Moreover, FDA’s 1993 evaluation of the regulation, and the assumptions upon which it was based, does not, and cannot, represent the current state of hearing aid sale and distribution.  Indeed, a entirely new generation of programmable and digital hearing instruments is rapidly replacing the analog hearing aids used in the early 1990s.  

C.  Conclusion

IHS supports and strongly recommends that FDA withdraw outdated and low priority proposals.  To that end, IHS strongly encourages FDA to add the hearing aid ANPRM (Docket No. 93N-0372) to its list of proposals to withdraw.  We believe the failure to add this proposed rulemaking to the list was likely inadvertent. It is undisputed that this ANPRM fits squarely within the announced parameters of those ANPRM and NPRM included on the list.  By withdrawing the ANPRM, FDA will make clear that, for the present, it does not intend to revise its regulation of hearing aid dispensing practices, and it should elect to do so in the future, it will not rely on outdated assumptions and evaluations.  FDA’s scarce resources would be better spent focusing on the public health concerns of the new millenium outlined by FDA Commissioner McClellan.  Accordingly, IHS strongly urges withdrawal of the hearing aid ANPRM now and, in the future, as public health need arise and resources permit, reevaluating the issue anew.  
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Sincerely,







W. F. Samuel Hopmeier, BC-HIS







President

cc:
Secretary Tommy Thompson


Ms. Mary Kay Mantho
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� 	58 Fed. Reg. 59695 (November 10, 1993); Docket No. 93N-0372.


� 	Id.


� 	The existing rule allows a customer who is 18 years of age or over to sign a written waiver, following full disclosure, of the requirement that before purchase of the hearing aid is permitted, he/she must present physician certification that a medical examination had been conducted within 60-days of the purchase; §801.421(a)(2).  


� 	FDA Part 15 Hearing Before a Special Panel of the Food and Drug Administration regarding FDA’s Advance Notice of Proposed Rulemaking (November 10, 1993) on the Sale and Distribution of Hearing Aids (Holiday Inn, Crown Plaza, Rockville, MD), December 6, 1993.


� 	See, � HYPERLINK http://www.fda.gov/ohrms/dockets ��www.fda.gov/ohrms/dockets�.


� 	See, C3433 and C3434, Docket No. 93N-0372.


� 	See, ANPRM.


� 	63 Fed. Reg. 21954 (April 27, 1998).


� 	See, note 4, infra.


� 	68 Fed. Reg. 19766 (April 22, 2003).


� 	Id.
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