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SUMMARY: The Food and Drug Administration (FDA) is announcing the

availability of the guidance entitled f‘Clyass_II?Spéc’:ial Controls Guidance

Document:,,Txan_,scutaneous,Air Conduction Heanng Aid System; Guidance for
Industry and FDA.” This document describes a means by which |
transcutaneous/ air Conductlonheanng aid systems (TACHAS) may comply
with the requirement of spécial controls for class IT dev1cesElseWhel‘elllthIS
issue of the Federal Register, FDA is publishi:ng;a final rule classifying
TACHAS into class II (special coﬁtrols).

'DATES: Submit written or Qleéfggoﬁic;gomments on this gUidance by ’[insert date

90 days after date of publication in the Federal Reglster] | |

ADDRESSES: Submit written requests for single copies on a 3.5” diskette of the
guidance document entitled *“Class II Special Controls Guidance Document:
Transcutaneous Air Conduction \Hearing'Aid System; Guidance for Industry

and FDA” to the Division of Small Manufacturers Internatmnal and Consumer

Assistance (HFZ-220), Center for Devices and Radlologmal Health Food and
Drug Administration, 1350 Plccard Dr., Rockvﬂle, MD 20850. Send two self-
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addressed adhesive labels to a,ssi;st_ that office in :prooessing your request, or

fax your request to 301-443-8818. See the SUPPLEMENTARY INFORMATION section -

for information on electronic access to the guidance.

Submit written comments concerning this guidance to the Dockets

Management Branch (HFA-305), Food and Drug Adminietration, 5630 Fishers

Lane, rm. 1061, Rockville, MD 20852. Comments should be identified with =~

the docket number found in brackets in the headrng of this document Submit

electronic comments to http: //www fda.gov/dockets/ ecomments |

FOR FURTHER INFORMATION CONTACT EI‘IC M Mann Center for Dev1oes and |

Radiological Health (HFZ-460), Food and Drug Admlmstratlon 9200 Corporate
Blvd., Rockville, MD 20850, 301——594——2080,

SUPPLEMENTARY INFORMATION:
I. Background

The TACHAS is intended to compensate for 1mpa1red hearlng without

occluding the ear canal. It con31sts of an air conduction hearlng aid attached

to a surgically fitted tube system, which is placed through the soft tissues

between the post auricular region and the outer ear canal. This special control

guidanoe document lists the risks to health identified by FDA and describes
measures that, if followed by manufacturers and combined With the general
controls, will generally address the r1sks assoolated Wlth these devrces L

Elsewhere in this issue of the Federal Reglster FDA is pubhshmg a fmal
rule classifying TACHAS into olass 1I (special oontrols_) under section 513(f}(2)
~ of the Federal Food, Drug, and Cosmetle Act (the act) (21 U.S.C. 360c(f)(2)).

This guidance document will serve as the spemal control for the TACHAS

device. Section 513(f)(2) of the act provrdes that any person ‘who submitsa



premarket notification under sectionSlO(k) of the act (21 U.S.C. 360(k)) for
a dev1ce that has not prev10usly been c1a351f1ed may, w1th1n 30 days after
receiving an order cla551fy1ng the device in class I under sectlon 513(ﬂ(1) “
of the act, request FDA to cla531fy the device under the criteria set forth in
section 513(a)(1) of the act. FDA shall W1thln 60 days of rece1v1ng such a

request, classify the device by leitten order. This classification shall be the_

initial classification of the device. Within 30 days after the issuance of an order

“classifying the device, FDA must publish a nOtice in the Federal Register

announcing such classification. Because of the timeframes established by

section 513(f)(2) of the act, FDA i’laS determined, under § 10.115(g)(2) (21 CFR
| 10.115(g)(2)), that it is not feasibleto allow for public participation before
issuing this guidance as a final g}iiid‘ancedocument. Therefore, FDA is issuing
this guidance document as ,\aa,ﬂleyel‘l‘ guidance dcocument that is immed_iately
in effect. FDA will consider any comments vthat are recelvedmresponse to

this notice to determine whether to amend the guidance document.

This guidance is being issued consistent WlthFDA’s gb‘dd‘ guidance
practices (GGPs) regulation (§10.115). The guidance represents the agency’s
current thinking on TACHAS. It does not create or confer any nghts for or
on any person and does not operate to bmd FDA or the pubhc An alternatlve
approach may be used if such _a,pproach satisfies the requirements of the
applicable statute and a,,regulatioas. This guidance document is ’,ki,S,.S}ledaS,mg level

1 guidance consistent with GGPs.



II1. Electronic Access

In order to receive the “Class I speéial Controls Guidance Document:
Transcutaneous Air Conduction Hearlng Aid System Guidance for Industry
and FDA” via your fax machine, call the CDRH Facts On-Demand system at
800-899-0381 or 301.—-827701,1,1,.Tfro,m\:a,touch—tqae. tﬁly@Phene- Press 1 tO enter
the system. At the second voice prompt press 1 to order a document. Enter

-the document number (’1414) folIowed by the pound sign (#). Follow the

remaining voice prompts to complete your request.

You may obtain a copy of the guldance from the Internet 'CDRH maintains

an entry on the Internet for easy access to 1nformat1on 1ncludmg text, graphlcs
and files that you may download to a personal computer. Updated,on a regular
basis, the CDRH home page inclndes device safety ﬂalerts, Federal Register
reprints, information on premarket submissions (includtng lists of approved
applications and manufacturers’ addresses), small manufacturers’ assistance,
information on video conferencing and electronic submissions, Mammography

Matters, and other device-oriented in'foltmatign.s You may access the CDRH

home page at http://www.{da. got// cdrh Yon ma"y‘ searc}i fbr all CDRH ‘guidance ”

documents at http://www.fda. gov/ cdrh/guidance. html ‘Guidance documents B
are also available on the Dockets, Management Branch Internet site at http /

/www.fda.gov/ohrms/dockets.
IV. Comments

Interested persons may submlt to Dockets Management Branch (see
ADDRESSES) written comments regardmg this 1mmed1ately in effect guldance
by (see DATES). Two copies of any comments are to be submitted, except that

individuals may submit one copy. Identify comments with the docket number
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found in brackets in the heading of this document. The guidance document
and comments received may be seen in the Dockets Management Branch
between 9 a.m. and 4 p.m., Monday throtigh Friday.

Dated: iof 2y o2
‘ ¥
October 28, 2002.

Linda S. Kahan,
Deputy Director,
Center for Devices and Radiological Health.
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