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PENSION BENEFIT GUARANTY 
CORPORATION

Exemption From Bond Escrow and 
Sale-Contract Requirements Relating 
to Sale of Assets by an Employer; 
Philadelphia National League Club and 
the Phillies

AGENCY: Pension Benefit Guaranty  
Corporation.
ACTION: N otice o f exemption.

s u m m a r y : The Pension Benefit Guaranty Corporation has granted the Philadelphia National League Club and The Phillies an exemption from the bond/escrow and sale-contract requirements of section 4204(a)(1)(B) and (C) of the Employee Retirement Income Security Act of 1974, as amended. A  notice of the request for exemption from these requirements was published on February 26,1982 (47 FR 8440). The effect of this notice is to advise the public of the decision on the exemption request.
ADDRESS: The request for an exemption and the PBGC response to the request are available for public inspection at the PBGC Public Affairs Office, Suite 7100, 2020 K Street, NW., Washington, D.C. 20006, between the hours of 9:00 a.m. and 4:00 p.m. A  copy of these documents may be obtained by mail from the PBGC Disclosure Officer (160) at the above address. ,
FOR FURTHER INFORMATION CONTACT: James M. Graham, Office of the Executive Director, Policy and Planning (140), 2020 K Street, NW., Washington, D.C. 20006; (202) 254-4862. 
SUPPLEMENTARY INFORMATION:

BackgroundSection 4204(a)(1) of the Employee Retirement Income Security Act of 1974, as amended (“ERISA”), 29 U.S.C. 1384, provides that the sale of assets of an employer that contributes to a multiemployer pension plan will not constitute a complete or partial withdrawal from the plan if certain conditions are met. One of these conditions is that the purchaser post a bond or deposit m#ney in escrow for five plan years after the sale. Another condition is that the sales agreement provide that the seller will be secondarily liable for its withdrawal liability if the purchaser withdraw as within the first five plan years after the sale and fails to pay withdrawal liability.Section 4204(c) of ERISA authorizes the Pension Benefit Guaranty Corporation (“PBGC”) to grant individual or class variances or

exemptions from the purchaser’s bond/ escrow and sale-contract requirements of section 4204(a)(1)(B) and (C). Under § 2643.3(a) of the PBGC’s regulation on procedures for variances for sales of assets (46 FR 46127, September 17,1981), the PBGC shall approve a request for a variance or exemption if it determines that approval of the request is warranted, in that it—
(1) W ould more effectively or 

equitably carry out the purposes o f Title  
IV  of the A ct; and(2) Would not significantly increase the risk of financial loss to the plan.The legislative history of section 4204 indicates a Congressional intent that the sales rules be administered in a manner that assures protection of the plan with the least practicable intrusion into normal business transactions.Section 4204(c) and § 2643.3(b) of the regulation require the PBGC to publish a notice of the pendency of a request for a variance or an exemption in the Federal Register, and to provide interested parties with an opportunity to comment on the proposed variance or exemption.DecisionOn February 26,1982 (47 FR 8440), the PBGC published a notice of the pendency of a joint request from the seller, the Philadelphia National League Club (the “Club”) and the purchaser,
The Phillies (“ Phillies” ), a limited 
partnership, (collectively referred to as 
the “ Parties” ) for an exemption from the 
requirements o f section 4204(a)(1)(B) 
and (C) o f E R IS A . N o  comments were 
received in response to the notice.The Club was a participating employer in the Major League Baseball Players Benefit Plan (the “Plan”), which is established and maintained pursuant to a collective bargaining agreement between the 26 professional major league baseball teams and the Major League Baseball Players Association.The major league clubs have established the Major League’s Central Fund (the “Central Fund”) pursuant to the “Major League Agreement in re Major League’s Central Fund.” Under this Agreement, the revenues to fund the Plan for all participating employers are received by the Office of the Commissioner of Baseball and are then remitted on behalf of the clubs in satisfaction of their pension liability arising under the Plan’s funding agreement. In addition, other expenditures on behalf of all 26 clubs are made from the Central Fund. The monies in the Fund are derived directly from gate receipts from All-Star games and radio and television rights to certain other events.

The major league clubs are currently obligated to contribute the sum of $15,500,000 per year to cover both pension and welfare benefits; approximately $13 million of which is remitted to the pension plan for the current plan year. Each major league club is responsible for J&6 of that amount. In 1980, the Central Fund paid $500,000 as pension contributions to the Plan on behalf of the Club.Payment of employer contributions is made directly to the Plan from the Central Fund and the revenue of the Fund comes directly from certain gate receipts and radio and television rights. A  change in team ownership has no direct effect on the Plan’s funding and does not create any risk to the plan that there will be difficulty in collecting Plan contributions.Based on the facts of this case and the representations and statements made in connection with the request for exemption, PBGC has determined that an exemption under section 4204(c) would more effectively or equitably carry out the purposes pf Title IV of ERISA and would not significantly increase the risk of financial loss to the plan. Therefore, PBGC has granted the Parties’ request for an exemption from the bond/escrow and sale-contract requirements. The granting of an exemption or variance from the requirements of section 4204(a)(1) (B) and (C) does not constitute a finding by PBGC that* the transaction satisfies the other requirements of section 4204(a)(1). The determination of whether the transaction satisfies such other requirements is a determination to be made by the plan sponsor.
Issued at Washington, D .C . on this 1st day 

of July 1982.
Edwin M . Jones,
E xecu tive D irector, Pension B en efit Guaranty 
Corporation .[FR Doc. 82-19287 Filed 7-15-82: 8:45 am]
BILLING CODE 7708-01-M

SMALL BUSINESS ADMINISTRATION

[License No. 03/02-0273]

Inverness Capital Corp.; Filing of 
Application for Transfer of Control and 
Ownership of Licensed Small Business 
Investment CompanyNotice is hereby given that an application has been filed with the Small Business Administration pursuant to § 107.701 of the Regulations governing small business investment companies (13 CFR 107.701 (1982)) for the transfer of control and ownership of Inverness
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C apital Corporation, 424 N . W ashington  
Street, A lexan dria, Virginia 22314.Inverness was licensed on October 1, 1969. Its present combined paid-in capital and paid-in surplus (private capital) is $1,364,778. lîhe proposed transfer of control and ownership is subject to and contingent upon approval by SBA.Old Port Company, which is located at the same address as Inverness, owns about 80 percent of the licensee and is the only ten or more percent shareholder. The name of the licensee will remain the same. Inverness will be moved to Tennessee and be located at Suite 1205, 210 25th Avenue, North, Nashville, Tennessee 37203.The proposed officers, directors and stockholders are:Floyd W . Kephart, Jr., 640 Timber Lane, Nashville, Tenn. 37215—President, DirectorRonald H. Bice, Jr., 4004 Lake Parkway, Hermitage, Tenn. 37076—Treasurer, Secretary.Joaquin de Navasques, 210 25th Avenue, North, Nashville, Tenn. 37203— 

DirectorMs. Kirsten P. M urchison, 3857 So. 
Versailles, D allas, T exa s 75209— 
DirectorCapital Communications and Management Corporation, 210 25th Avenue, North, Nashville, Tenn.37203—100 percent 
Capital Com m unications and  

Managem ent Corporation is a holding 
company formed to purchase the stock  
of Inverness from O ld  Port and the other 
less than ten percent shareholders. M r. 
Navasques ow ns all o f the stock o f  
Capital Com m unications and  
Management Corporation.

M atters involved in S B A ’s 
consideration o f the application include  
the general business reputation and  
character o f the new  owner and the 
probability o f successful operation o f  
Inverness under the new  control and  
ownership arrangement (including 
adequate profitability and financial 
soundness) in accordance w ith the A c t  
and Regulations.

N otice is hereby given that any  
interested persons m ay, not later than  
A ugust 2,1982, submit to S B A , in 
writing, any relevant com ments on the 
transfer o f control and ownership. A n y  
such comments should be addressed to 
the A sso ciate  Adm inistrator for Finance  
& Investm ent, 1441 L Street, N .W ., 
W ashington, D.C. 20416.

A  copy o f this N otice shall be 
published by the transferee in 
new spapers o f general circulation in 
N ashville , Tennessee and A lexan dria, 
Virginia.

(Catalog of Federal Domestic Assistance  
Program No. 59.011 Small Business 
Investment Companies)

Dated: July 12,1982.
Edwin T. Holloway,
A sso cia te A dm inistrator fo r  Finance and  
Investm ent.[FR Doc. 82-19316 Filed 7-15-82; 8:45 am]
BILLING CODE 8025-01-M

[License No. 03/03-0146]

James River Capital Associates; Filing 
of an Application for Approval of a 
Conflict of Interest TransactionNotice is hereby given that James River Capital Associates (Licensee) 9 South 12th Street, Richmond, Virginia 23219, a Federal Licensee under the Small Business Investment Act of 1958,

as amended (the Act), has filed an application pursuant to Section 107.1004 of the Regulations governing small business investment companies (13 CFR 107.1004 (1982)) for an exemption from the provisions of the conflict of interest regulation.This exemption, if granted will permit the Licensee to provide financing of $170,000 to La Vogue Holdings, Inc. (La Vogue), 451 East Belt Boulevard, Richmond, Virginia 23224.Mr. James B. Farinbolt, Jr., President of the Licensee, is also a director and43.5 percent shareholder of La Vogue.
Pursuant to Paragraph (f) o f the 

definition o f "A sso cia te  o f a Licensee"  
in § 107.3 o f the S B A  Regulations, La  
Vo gue is considered to be an associate  
o f the Licensee. A s  such, the transaction  
w ill require an exem ption from the 
provisions o f § 107.1004(b)(1) o f the 
Regulations.Notice is hereby given that any person may, no later than August 2,1982, sumbit to the Small Business Administration, in writing, relevant comments on the proposed transaction. Any such communications should be addressed to the Acting Deputy Associate Administrator for Investment, Small Business Administration, 1441 “L” Street, N.W ., Washington, D.C. 20416.

A  copy o f this N otice shall be 
published in a new spaper o f general 
circulation in Richm ond, Virginia.
(Catalog of Federal Domestic Assistance  
Program N o. 59.011, Small Business 
Investment Companies)

Dated: July 12,1982.
Robert G . Lineberry,
A cting  D eputy A sso cia te A dm inistrator fo r  
Investm ent.[FR Doc. 82-19315 Filed 7-15-82; 8:45 am]
BILLING CODE 8025-01-M
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Sunshine Act Meetings Federal Register 
V ol. 47, No. 137 
Friday, July 16, 1982

This section of the FEDERAL REGISTER 
contains notices of meetings published 
under the “Government in the Sunshine 
Act” (Pub. L  94-409) 5 U.S.C.
552b(e)(3).

CONTENTS
Items

Commodity Futures Trading Commis-
sion..........................................— 1.

Federal Home Loan Bank Board..........  2
Federal Maritime Commission...... ...... 3
International T rade Commission..... . 4
Postal Rate Commission...  .........  5
Postal Service (Board of Governors).... 6

1
COMMODITY FUTURES TRADING 
COMMISSION
TIME AND DATE: 10 a.m., July 20,1982. 
PLACE: 2033 K Street, NW., Washington, D.C., fifth floor hearing room.
STATUS: Partially open and closed. 
MATTERS TO BE CONSIDERED: Budget Categories, Plans, Programs and Priorities.
CONTACT PERSON FOR MORE 
INFORMATION: Jane Stuckey, 254-6314.[S-1050-82 Filed 7-14-82; 3:40 pm]
BILLING CODE 6351-01-M

2
FEDERAL HOME LOAN BANK BOARD 
FEDERAL REGISTER CITATION OF 
PREVIOUS ANNOUNCEMENT: 47 FR 30351, Tuesday, July 13,1982.
DATE: Thursday, July 15,1982.
PLACE: Board room, fifth floor, 1700 G  Street NW., Washington, D.C. 
t im e : 10:00 a.m.
STATUS: Open meeting.
CONTACT PERSON FOR MORE 
INFORMATION: Mr. Marshall (202-377- 6679).
CHANGES IN THE MEETING: The following item has been withdrawn from the open portion of the Bank Board meeting scheduled Thursday, July 15,1982:
Liquidity Amendments 
[No. 50, July 14,1982][S-1044-82 Filed 7-14-82; 11:44 am]
BILLING CODE 6720-01-M

3
FEDERAL MARITIME COMMISSION 
TIME AND DATE: 9 a.m., July 21, 1982.

PLACE: Hearing Room One, 1100 L Street, NW., Washington, D.C. 20573. 
STATUS: Parts of the meeting will be open to the public. The rest of the meeting will be closed to the public.
m a t t e r s  TO BE c o n s id e r e d : Portions open to the public:

1. Report on Notation Items disposed of 
during June 1982.

2. Report of the Secretary on times 
shortened for submitting comments on 
section 15 agreements pursuant to delegated 
authority during June 1982.

3. Report of the Secretary on Applications 
for Admission to Practice approved during 
June 1982, pursuant to delegated authority.

4. Agreement No. 5600-34: Modification of 
the Marseilles North Atlantic U .S .A . Freight 
Conference to revise noting requirements on 
intermodal rate matters.

5. Special Docket No. 919: Application of 
Pacific Westbound Conference on Behalf of 
Korea Marine Transport Co., Ltd. for the 
Benefit of Mitsui and Com pany (USA) Inc.—  
Consideration o f the record.Portions closed to the public:

1. Docket N o. 79-2: Agreement No. 10293 
and Docket N o. 79-3: Agreement N o. 10295—  
Appeal o f denial o f petition to intervene of 
the Government of Colombia.

2. Docket No. 81-57: Tractors & Farm  
Equipment Ltd. v. W aterman Steamship Corp. 
and Cosmos Shipping Com pany, Ltd.—  
Consideration of the record.

3. Docket No. 81-10: Sea-Land Service, Inc., 
Trailer Marine Transport Corporation; Gulf- 
Caribbean Marine Lines, Inc., Puerto Rico  
Maritime Shipping Authority— Proposed 
General Rate Increases in the Puerto Rico  
and Virgin Islands Trades— Consideration of 
petition o f P R M SA  for relief; motion of 
P R M SA  to file reply; request of P R M SA  for 
oral argument; and petition of Department of 
Transportation to intervene.

CONTACT PERSON FOR MORE 
INFORMATION: Francis C. Hurney, Secretary, (202) 523-5725.[S-1041-82 Filed 7-13-82; 4:45 pm]
BILLING CODE 6730-01-M

4
INTERNATIONAL TRADE COMMISSION 

[USITC SE-82-27]

TIME AND DATE: 2:30 p.m., Tuesday, July27,1982.
p l a c e : Room 117, 701 E Street, NW., — Washington, D.C. 20436. 
s t a t u s : Open to the public.
MATTERS TO BE CONSIDERED:

1. Agenda.

2. Minutes.
3. Ratifications.
4. Petitions and complaints, if necessary:
a. Textile spinning frames (Docket No. 849).
b. Panel inserts (Inv. 377-TA-99)— possible 

institution of a second investigation.
5. Investigations 701-TA-179/181 (Certain 

Steel Products from Brazil)— briefing and 
vote.

6. A n y  items left over from previous 
agenda.

CONTACT PERSON FOR MORE 
in f o r m a t io n : Kenneth R. Mason, Secretary, (202) 523-0161.[S-1040-82 Filed 7-13-82; 4:14 pm]
BILLING CODE 7020-02-M

5
POSTAL RATE COMMISSION
t im e  a n d  DATE: 2 p.m., Tuesday, July 20,1982.
p l a c e : Conference Room, Room 500, 2000 L Street NW., Washington, D.C.
s t a t u s : C losed .
MATTERS TO BE CONSIDERED: [Closed pursuant to 5 U .S.C. 552b(c)(10)J:
W arshawsky and Com pany v. Postal Rate 

Commission and Board o f Governors, USPS  
(Suit filed 3-26-82 in United States District 
Court for the Northern District of Illinous—  
Docket N o. 82C1895.)

CONTACT PERSON FOR MORE 
INFORMATION: Dennis Watson, Information Officer, Postal Rate Commission, Room 500, 2000 L Street, NW ., Washington, D.C. 20268,Telephone (202) 254-5614.[S-1049-82 Filed 7-14-82; 3:18 pm]
BILLING CODE 7715-01-M

6
POSTAL SERVICE
.(Board o f Governors)
V o te  to C lo se M eetingOn July 6,1982, the Board of Governors of the United States Postal Service unanimously voted to close to public observation a portion of the meeting of the Board to be held on September 9. The meeting is expected to be attended by the following persons: Governors Hardesty, Babcock, Camp, Hughes, Jenkins, McKean, and Sullivan; Postmaster General Bolger; Deputy Postmaster General Benson; Secretary of the Board Cox; Counsel to the Governors Califano; Assistant Postmaster General Cummings; and



Federal Register / V o l . 47, N o . 137 / F r id a y , Ju ly  16, 1982 / S u n s h in e  A c t  M e e tin g s 31117-31127Executive Assistant to the Postmaster General Coughlin.The portion of the Board meeting to be closed will consist of a discussion of Postal Service strategic planning.The Board is of the opinion that public access to this discussion would be likely to disclose information in connection with future collective bargaining and information that will become involved in future rate litigation.Accordingly, the Board of Governors has determined that, pursuant to section 552b(c)(3) of title 5, United States Code, and § 7.3(c) of Title 39, Code of Federal Regulations, this portion of the meeting is exempt from the opening meeting requirement of the Government in the Sunshine Act (5 U .S.C. 552(b)), because it is likely to disclose information in connection with proceedings under chapter 36 of Title 39 (having to do with

postal ratemaking, mail classification, and changes in postal services), which is specifically exempted from disclosure by section 410(c)(4) of title 39, United States Code. The Board determined further that, pursuant to section 552b(c)(10) of title 5 and § 7.3(j) of Title 39, Code of Federal Regulations, the discussion is exempt because it is likely to specifically concern the participation of the Postal Service in a civil action or proceeding or the litigation of a particular case involving a determination on the record after opportunity for a hearing. It also determined, pursuant to section 552b(c)(9)(B) and § 7.3(i) of Title 39,
C ode o f Federal Regulations, that the 
discussion is exempt because premature 
disclosure o f information to be 
discussed would be likely significantly  
to frustrate implementation o f future

action in regard to future collective bargaining. The Board further determined that the public interest does not require that the Board’s discussion of this matter be open to the public.In accordance with section 552b(f)(l) of title 5, United States Code, and § 7.6(a) of Title 39, Code of Federal Regulations, the General Counsel of the United States Postal Service has certified that in his opinion the portion of the meeting to be closed may properly be closed to public observation, pursuant to sections 552b(c)(3), (9)(B) and (10) of title 5 and sections 410(c)(3) and (4) of Title 39, United States Code, and § 7.3(c), (i), and (j) of Title 39, Code of Federal Regulations.
Louis A . C o x ,
Secretary.[S-1043-82 Filed 7-14-82; 10:12 am]
BILLING CODE 7710-12-M
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DEPARTMENT OF HEALTH AND 
HUMAN SERVICES

Food and Drug Administration

21 CFR Part 868[Docket No. 78N-1648]
Anesthesiology Devices; General 
Provisions and Classification of 134 
Devices
AGENCY: Food and Drug Administration. 
a c t i o n : Final rule. ________  „ ■ / - '
SUMMARY: The Food and Drug Administration (FDA) is issuing a final rule regarding general provisions applicable to the classification of anesthesiology devices. The final rule also includes the classification of 134 of these devices. The preamble to this rule responds to comments received on the proposals regarding classification of anesthesiology devices. This action is being taken under the Medical Device Amendments of 1976.
EFFECTIVE DATE: August 16,1982.
FOR FURTHER INFORMATION CONTACT: David S. Shindell, Bureau of Medical Devices (HFK-430), Food and Drug Administration, 8757 Georgia Ave.,Silver Spring, MD 20910, 301-427-7226. 
SUPPLEMENTARY INFORMATION: In the Federal Register of November 2,1979 (44 FR 63292-63426), FDA published proposed regulations containing general provisions applicable to the classification of anesthesiology devices and individual proposed regulations to classify 149 anesthesiology devices into one or more of three regulatory classes: class I (general controls), class II (performance standards), and class III (premarket approval). O f the 149 anesthesiology devices subject to proposals, FDA is classifying 134; 21 devices into class 1,105 devices into class II, 7 devices into class HI, and 1 device into either class II or class 10, depending upon the intended use of the device. For the reasons described below, final regulations for 15 anesthesiology devices will not be published at this time.Classification of medical devices in commercial distribution is required by the Medical Devices Amendments of 1976 (Pub. L. 94-295) (the amendments) to the Federal Food, Drug, and Comestic Act (the act) (21 U .S.C . 301-392). The effect of classifying a device into class I is to require that the device continue to meet only the general controls applicable to all devices. The effect of classifying a device into class II is to provide for the future development of one or more performance standards to

assure the safety and effectiveness of the device. The effect of classifying a device into class III is to require each manufacturer of the device to submit to FDA a premarket approval application that includes information concerning safety and effectiveness tests for the device. For a class III device not considered a new drug before the amendments and that either was in commercial distribution before May 28, 1976, or in substantially equivalent on or before February 28,1985, or 90 days after promulgation of a separate regulation requiring premarket approval of the device, whichever occurs later.
For a class III device previously 
considered a new drug, the requirement 
of having premarket approval is already 
in effect. See section 520(1) of the act (21 
U.S.C. 360j(l)).The preamble to the general provisions regulation described the development of the general provisions and the proposed regulations classifying anesthesiology devices and the activities of the Anesthesiology Device Section of the Respiratory and Nervous System Devices Panel (formerly the Anesthesiology Device Classification Panel), and FDA advisory committee that makes recommendations to FDA concerning the classification of anesthesiology devices. FDA provided a period of 60 days for interested persons to submit written comments on these proposals. The comments received and FDA’s responses to comments are discussed below.Change in Format of Final Rules for Classification of DevicesTo reduce printing costs, FDA is publishing as one final regulation the general provisions and classification of 134 anesthesiology devices. Formerly, a separate final classification regulation was published m the Federal Register for each generic type of device. The docket number used to identify each of the proposed classification regulations continues to be used in this final regulation to identify each generic type of device.Exemptions for Class I DevicesFDA proposed to exempt 11 anesthesiology devices from certain requirements of the good manufacturing practice (GMP) regulation in Part 820 (21 CFR Part 820). The 11 devices are the manual algesimeter (Docket No. 78N- 1649), the uncalibrated breathing system collection bottle (Docket No. 78N-1665), the stethoscope head (Docket No. 78N- 1690), the switching valve (Ploss)(Docket No. 78N-1691), the blow bottle (Docket No. 78N-1726), the posture chair for cardiac and pulmonary treatment

(Docket No. 78N-1738), the ether hook (Docket No. 78N-1743), the rebreathing device (Docket No. 78N-1767), the cuff spreader (Docket No. 78N-1775), the cardiopulmonary emergency cart (Docket No. 78N-1798), and the nose clip (Docket No. 78N-1799). The agency is publishing in this final rule the classification of 10 of these 11 devices; the final rule for 1 device (Docket No. 78N-1665) was published with the final rule classifying general hospital and personal use devices (Docket No. 78N- 1357). The final rule for each of these devices exempts the device from all of the GMP requirements with the exception of § § 820.180 and 820.198 relating to records and complaint files. The agency has determined that exemption of devices from § § 820.180 and 820.198 of the GMP regulation would not be in the public interest. Moreover, compliance with these sections is not unduly burdensome for device manufacturers. The complaint file requirements of § 820.198 ensure that device manufacturers have adequate systems for complaint investigation and followup. The general requirements concerning records in § 820.180 ensure that FDA has access to complaint files, can investigate device- related injury reports and complaints about product defects, can determine whether the manufacturer’s corrective actions are adequate, and can determine whether an exemption from other sections of the GMP regulation, if one has been granted, is still appropriate.FDA has prepared guidelines on the procedures that should be followed by persons who wish to submit petitions for exemption or variance from the device GM P regulation. These petitions may be submitted in accordance with provisions of section 520(f)(2) of the Federal Food, Drug, and Cosmetic Act (21 U.S.C. 360j(f)(2)). The agency announced the availability of the guidelines in a notice published in the Federal Register of Friday, January 18,1980 (45 FR 3671).Devices That Have Both Medical and Nonmedical Uses
FDA has clarified several regulations classifying products that have both medical and nonmedical uses. FDA will regulate a multipurpose product as a medical device if it is intended for a medical purpose, i.e., for “use in the diagnosis of disease or other conditions, or in the cure, mitigation, treatment, or prevention of disease,” or “ to affect the structure or any function of the body.’ (Section 201(h) of the act (21 U.S.C. 321(h)).) FDA will determine the intended use of a product based upon the expressions of the person legally
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responsible for its labeling and by the 
circumstances surrounding its 
distribution. The most important factors 
the agency will consider in determining 
the intended use of a particular product 
are the labeling, advertising, and other 
representations accompanying the 
product. Products that have medical 
uses only are clearly intended for 
medical purposes and, therefore, will be 
regulated as medical devices whether or 
not medical claims are made for them.
Relationship Between the Device Names 
in the Device Registration and Listing 
Codes and the Device Names in 
Classification Regulations

Some manufacturers have become 
accustomed to identifying a device by 
its registration and listing name and 
three-letter code used for purposes of 
device listing under section 510 of the 
act (21 U.S.C. 360). However, FDA is still 
making changes ip the names and 
identifications of generic types of 
devices in the classification regulations 
for all devices for which final 
regulations have not been published. 
Because FDA has not used the present 
device registration and listing names in 
the proposed and final classification 
regulations, FDA has prepared an index 
of names of generic types of medical 
devices used in classification 
regulations to aid a manufacturer in 
matching its device with the proper 
classification regulation. The index 
shows the device registration and listing 
product code for each device reviewed 
by a classification panel and the 
corresponding name of the generic type 
of device and classification panel in 
which the device classification will be 
published in the Federal Register. The 
agency announced the availability of 
this index in the Federal Register of 
March 6,1979 (44 F R 12269). If 
necessary, this index will be updated 
and the availability of the revised index 
will be reannounced in the Federal 
Register. FDA believes that, because 
this index is available, it is unnecessary 
to include or cross-reference the present 
device registration and listing name and 
product code in the classification 
regulations. In the future, following 
publication of most of the device 
classification regulations, the agency 
will revise and reissue the device 
registration and listing product code, so 
the device names to be used for 
registration and listing correspond to the 
device names in the final device 
classification regulations.
Final Regulations Not Published at This 
Time

The Anesthesiology Device Section of 
the Respiratory and Nervous System

Devices Panel made recommendations for, and FDA proposed classification of, 149 anesthesiology devices. After publishing the proposals, the agency determined not to publish at this time final regulations on 15 devices, for the reasons described below. A  separate notice withdrawing these proposed regulations will be, or has been, published in the Federal Register.1. FDA propose^ that the nonindwelling blood carbon monoxide analyzer (44 FR 63303) be classified into class II. After publishing the proposal to classify the device as part of the anesthesiology device classification proceeding, the agency determined that the device is the same generic type of device as the carbon monoxide test system that the Clinical Toxicology Device Section of the Clinical Chemistry and Hematology Devices Panel recommends be classified into class II. The agency has determined that the generic type of device will be the carbon monoxide test system and its classification regulation will be published in the Federal Register with clinical chemistry and clinical toxicology devices.Any comments submitted by the public and other parts of the administrative record for the anesthesiology proposal will be included in the administrative record for the carbon monoxide test system (Docket No. 78N-2503).2. FDA proposed that the following three devices be classified into class II: the nonindwelling blood carbon dioxide (PCOa) analyzer (44 FR 63307), the nonindwelling blood hydrogen ion (pH) concentration analyzer (44 FR 63309), and the nonindwelling oxygen partial pressure (P02) analyzer (44 FR 63311). After publishing the proposals to classify the three devices as part of the anesthesiology device classification proceeding, the agency determined that the three devices are the same generic type of device as the blood gases (PC02f P 0 2) and blood pH test system that the Clinical Chemistry Device Section of the Clinical Chemistry and Hematology Devices Panel recommends be classified into class II. The agency has determined that the generic type of device will be the blood gases (PCOa, POa) and blood pH test system, and its classification regulation will be published in the Federal Register with clinical chemistry and clinical toxicology devices. Any comments submitted by the public and other parts of the administrative record for the three anesthesiology proposals will be included in the administrative record for the blood gases (PC02, P 0 2)

/ Rules and Regulations

and blood pH test system (Docket No. 78N-2305).3. FDA proposed that the nonindwelling blood nitrogen partial pressure (PN2) analyzer be' classified into class II (44 FR 63309). After publishing the proposal as part of the anesthesiology device classification proceeding (Docket No. 78N-1661), the agency determined that the device was not in commercial distribution beforp May 28,1976, the enactment date of the amendments. Because the device was not in commercial distribution, it is classified into class III by statute as provided in section 513(f) of the act (21 U .S.C. 360c), without agency publication of a classification regulation for the device.4. FDA proposed that both the gas cylinder (44 FR 63421) and the gas cylinder holder (44 FR 63422) be classified into class II. After publishing the two proposals as part of the anesthesiology device classification proceeding, the agency determined that the two products are not medical devices. Thus, it is inappropriate to classify them. When a gas cylinder contains a gas, such as oxygen, that is intended for inhalation, the product is a drug.5. FDA proposed that the calibrated breathing system collection bottle be classified into class II (44 FR 63312), the uncalibrated breathing system collection bottle be classified into class I (44 FR 63313) and the water-seal thoracic drainage system be classified into class II (44 FR 63371). After publishing the proposals to classify the three devices as part of the anesthesiology device classification proceeding, the agency determined that the three devices are included in another generic type of device, the vacuum-powered body fluid suction apparatus. A  final regulation classifying into class II the vacuum- powered body fluid suction apparatus was published in the Federal Register of October 21,1980 (45 FR 69729) with general hospital and personal use devices. Any comments submitted by the public and other parts of the administrative record for the three anesthesiology proposals will be included in the administrative record for the vacuum-powered body fluid suction apparatus (Docket No. 78N-1357).6. FDA proposed that the automatic catheter flushing device be classified into class II (44 FR 63380). After publishing the proposal to classify the device as part of the anesthesiology device classification proceeding, the agency determined that the device is the same generic type of device as the cardiovascular continuous flush
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catheter. On February 5,1980, the agency published in die Federal Register (45 FR 7910), a final regulation classifying the cardiovascular continuous flush catheter into class H (Docket No. 78N-1414). Therefore, the agency has determined that the anesthesiology automatic catheter flushing device has already been classified into class II, following opportunity for public comment.7. FDA proposed that the blood transfusion microfilter be classified into class II (44 FR 63400). After publishing the proposal to classify the device as part of the anesthesiology device classification proceeding, the agency determined that the device is included in another generic type of device, the intravascular administration set. FDA published in the Federal Register of August 24,1979 (44 FR 49888), a proposal to classify the intravascular administration set into class II. A  final regulation classifying the intravascular administration set was published in the Federal Register (45 FR 69702) with general hospital and personal use devices. Any comments submitted by the public and other parts of the administrative record for the anesthesiology proposal will be included in the administrative record for the intravasuclar administration set (Docket No. 78N-1309).8. FDA proposed that both the hyperthermia device (44 FR 63378) and the hypothermia device (44 FR 63379) be classified into class H. After publishing the proposals to classify the two devices as part of the anesthesiology device classification proceeding, the agency determined that the two devices are included in another generic type of device, the cardiovascular thermal regulating system. On February 5,1980, the agency published in the Federal Register (45 FR 7971) a final regulation classifying the thermal regulating system into class II (Docket No. 78N- 1547).9. FDA proposed that the nonindwelling blood oxyhemoglobin concentration analyzer be classified into class II (44 FR 63305). No comments were received on the proposal. After publishing the proposal to classify the device as part of the anesthesiology device classification proceeding, the agency determined that the device is part of another generic type of device, the whole blood hemoglobin assays.FDA published in the Federal Register of September 11,1979 (44 FR 53019), a proposal to classify the whole blood hemoglobin assays into class II. A  final regulation classifying the whole blood hemoglobin assays into class II was

published in the Federal Register (45 FR 60622) with hematology and pathology devices (Docket No. 78N-1896). The administrative record for the anesthesiology proposal will be included in the administrative record for the whole blood hemoglobin assays. Therefore, the agency has determined that the anesthesiology nonindwelling blood oxyhemoglobin concentration anylyzer device has already been classified into class'll, following opportunity for public comment.Cigarette FiltersIn the preamble to the proposed regulation setting forth general provisions for the proposed classification of anesthesiology devices, published in the Federal Register of November 2,1979 (44 FR 63292-63299), FDA stated that the Anesthesiology Device Section of the Respiratory and Nervous System Devices Panel had recommended that attached and detached cigarette filters be classified into class III (premarket approval), that a citizen petition had been filed by Action on Smoking and Health (ASH) concerning cigarette filters, and that FDA was not at that time issuing a proposed classification regulation for cigarette filters. A SH ’s citizen petition (Docket No. 78P-0338/CP) had requested that FDA recognize jurisdiction over cigarette filters as medical “devices” as defined in section 201(h) of the act (21 U .S.C. 321(h)). On November 25,1980, FDA issued a letter responding to the petition. FDA concluded that attached cigarette filters, as customarily marketed, are not devices and that some, but not all, detached cigarette filters are devices. FDA is preparing a proposed classification regulation for detached cigarette filters that are medical devices and intends to publish it in a separate notice.Order Issued in Response to a Reclassification Petition on an Anesthesiology DeviceIn addition to classifying commercially marketed preamendment devices, FDA also announces its decisions on reclassification petitions for devices first marketed after the enactment date of the amendments. Postamendments devices that are not substantially equivalent to devices marketed before the amendments are classified by statute into class III by action of section 513(f)(1) of the act without FDA rulemaking. In response to a petition received by FDA under section 513(f)(2) of the act and 21 CFR Part 860 of the regulations, FDA may reclassify a new device into class I or class II. The agency has received one

such petition concerning an anesthesiology device. FDA is announcing the agency’s decision on the petition. FDA also is issuing a final regulation that describes the agency’s reclassification of the device that was the subject of the petition.
Petition.77P-0398;§  868.5895, Docket No. 
78N-1787; Continuous VentilatorOn October 24,1977, FDA received petition 77P-0398 under section 513(f) of the act requesting that the agency reclassify the petitioner’s “O .H.C. ventilator” from class HI to class IL In the Federal Register (43 FR 12379) of March 24,1978, FDA published the recommendation of the Anesthesiology Device Section of the Respiratory and Nervous System Devices Panel that the device be reclassified from class III to class II. The agency provided a period of 30 days for interested persons to submit written comments on die recommendation. No comments were received. FDA agreed with the panel’s recommendation that the device be reclassified. In accordance with section 523(f)(c)(i) of the act and 21 CFR 860.134(b)(6) of the regulations, FDA approved the petition and, by order in the form of a letter dated April 25,1978 and sent to the petitioner, reclassified the device from class HI to class II.

FDA advises that the O.H.C. 
ventilator reclassified into class II in 
response to the petition is included in 
the generic type of device in this final 
rule identified § 868.5895 Continuous 
ventilator (Docket No. 78N-1787). 
Accordingly, FDA announces the 
agency’s decision on reclassification 
petition 77P-0398 as provided in 21 CFR 860.134(b)(7).Changes in Classification in Final Regulations

Based on the comments received or 
upon consideration of additional 
information, FDA has changed the 
classifications of several devices in the 
final regulations from those 
classifications originally proposed. 
Changes in classification were made in 
each of the following regulations with 
respect to all or some devices subject to 
the regulation: Cutaneous oxygen 
monitor (Docket No. 78N-1700), oxygen 
mask (Docket No. 78N-1757), breathing 
mouthpiece (Docket No. 78N-1761), and 
autotransfusion apparatus (Docket No. 78N-1782). FDA does not believe that it 
is necessary to issue a new proposal 
concerning these changes. The purpose 
of publishing a proposal and soliciting 
comments is to enable the agency to 
determine whether its proposed 
classification of a device is correct.



Federal Register f  Vol. 47, No. 137 / Friday, July 16, 1982 / Rules and Regulations 31133After reviewing the comments submitted on a proposal, the agency may be persuaded that its proposed classification is incorrect. Persons interested in the classification process should therefore anticipate that in a final regulation a device may be placed in a class different from the one originally proposed. This possibility was specifically identified in the proposed general provisions for anesthesiology devices (see 44 FR 63292; November 2, 1979). Persons who disagree with a final classification for a device may petition for reclassification of the device under Subpart C of Part 860 (21 CFR Part 860). Occasionally, FDA has made minor changes in the names or identifications of devices to clarify the final regulation. Additionally, the agency is adding an explanation in § 868.1 that references in Part 868 to other regulatory sections of the Code of Federal Regulations ape to Chapter I of Title 21 unless otherwise noted.
Changes in Device Advisory Committee 
NamesOn April 28,1978, the agency terminated all of the device classification panels, then reestablished them under new names and with a new structure. FDA published notices of these changes in the Federal Register of May 19,1978 (43 FR 21666, 21667, and 21668) and May 26,1978 (43 FR 22672 and 22673). The Anesthesiology Device Classification Panel was terminated, and its functions are now conducted by the Anesthesiology Device Section of

the Respiratory and Nervous System 
Devices Panel.

Classification Regulations Published To 
Date

Panel and section name Publication date in Fed eral  
Register

Ophthalmic; Ear, Nose, and 
Throat; and Dental De­
vices Panel;The following table shows the current structure of the advisory committees involved with the classification of medical devices and a list of all proposed and final classification regulations published to date:

Panel and section name Publication date in Fed er a l  
R egister

Circulatory Systems Devices 
Panel.

Clinical Chemistry and He­
matology Devices Panel: 
Clinical chemistry device 

section.
Clinical toxicology device 

section.
Hematology and pathol­

ogy deviee section.

General Medical Devices 
Panel:
General hospital and per­

sonal use device sec­
tion.

Gastroenterology-urology 
device section.

Immunology and Microbiolo­
gy Devices Panel: 
Immunology device sec­

tion.
Microbiology device sec­

tion.
Obstetrics-Gynecology and 

Radiologic Devices Panel: 
Obstetrics-gynecology 

device section.

Radiology device section.

Mar. 9, 1979, 44 FR 13284- 
13434 (proposals); Feb. 5, 
1980, 45 FR 7904-7971 
(final regulations).

Feb. 2, 1982; 47 FR 4802- 
4929 (proposals).

Feb. 2, 1982; 47 FR 4802- 
4929 (proposals).

Sept 11, 1979, 44 FR
52950-53063 (proposals); 
Sept. 12, 1980, 45 FR 
60576-60651 (final regula­
tions).

Aug. 24, 1979, 44 FR 49844- 
49954 (proposals); O ct 21, 
1980, 45 FR 69678-69737 
(final regulations).

Jan. 23, 1981, 46 FR 7562- 
7641 (proposals).

Apr. 22, 1980, 45 FR 27204- 
27359 (proposals).

Apr. 22, 1980, 45 FR 27204- 
27359 (proposals).

Apr. 3, 1979, 44 FR 19894- 
19971 (proposals); Feb. 26, 
1980, 45 FR 12682-12720 
(final regulations).

Jan. 29, 1982, 47 FR 4406- 
4451 (proposals).

Ophthalmic device section.

Ear, nose, and throat 
device section.

Dental device section.......

Respiratory and Nervous 
System Devices Panel: 
Anesthesiology device 

section.

Neurological device sec­
tion.

Surgical and Rehabilitation 
Devices Panel:
Physical medicine device 

section.
Orthopedic device section... 
General and plastic sur­

gery device section.

Jan. 26, 1982, 47 FR 3694- 
3749 (proposals).

Jan. 22, 1982, 47 FR 3280- 
3325 (proposals).

Dec. 30, 1980, 45 FR 85962- 
86168 (proposals).

Nov. 2, 1979, 44 FR 63292-
63426 (proposals); July 16,
1982 (final regulations).

Nov. 23, 1978, 43 FR 54640- 
55732 (proposals); Sept 4, 
1979, 44 FR 51726-51778 
(final regulations).

Aug. 28, 1979, 44 FR 50458- 
50537 (proposals).

Jan. 19, 1982, 47 FR 2810- 
2853 (proposals).

List of Anesthesiology Devices and an 
Identification of Those Proposed 
Classification Regulations That 
Received Public Comment

The following is a list of 
anesthesiology devices being classified 
in this final regulation. The list shows 
the section of the Code of Federal 
Regulations under which the device 
classification is being codified, the 
docket number of the classification 
regulation, the classification of each 
device, and an identification (yes or no) 
of whether public comments were 
received on the proposed classification 
regulation. If no comments were 
received, the classification of the device 
is being adopted as proposed.

■-----— . ■■ ___
Section Device Docket No. Class Comments

Subpart B— Diagnostic Devices

868.1030..__________ _
868.1040_____ Manual algesimeter............... .

Powered algesimeter....................... it...............
it...............

No.
No.
Yes.
No.
No.
No.
No.
No.
Yes.
Yes.
Yes.
No.
Yes.
Yes.
Yes.
Yes.
Yes.

868.1075...™.
868.1100...... Argon gas analyzer.............______ ................ ...................... 78N-1651_________
868.1120________ .......... Indwelling blood oxyhemoglobin concentration analyzer...... 78N-1652...............

78N-1654.................
it___________
in............Indwelling blood carbon dioxide partial pressure (PCOi) analyzer. 78N-1657

Indwelling blood hydrogen ion concentration (pH) analyzer......... 78N-1659.......... Ill
868.1400.... ..........
868.1430 —
868.1500____
868.1575___
868.1620

Indwelling blood oxygen partial pressure (POt) analyzer__ ___
Carbon dioxide gas analyzer............................
Carbon monoxide gas analyzer..™.......___ ______________ _ , , iu....
Enflurane gas analyzer......______________ _______ _ u....... '
Gas collection vnannl______  .

78N-1866..............
78N-1667__ _____
78N-1668_____ ......
78N-1669..............

h................
h_________
h_________
h.... ............

868.1640_ÜÜÜ.....
868.1670.....Z!.’
868.1690... ....
868.1700...

Helium gas analyzer________ _____..._______  * *
Neon gas analyzer.................................
Nitrogen gas analyzer...
Nitrous oxide gas analyzer...................................

78N-1670__________
78N-1671_________
78N-1672__________
78N-1673__________

h___________
it___________
h________ ......
ti..™.............

868.1720 , Oxygen gas analyzer___________ il.!!!!!!!!!!!!!!!!!!!!’!!!
it_________
it_________
h.™....______
il™....______
h_________

868.1750..... " " "
868.1760...1 * ”
868.1780.... ”“"»■ ■ ■
868.1800...
868.1840...

Oxygen uptake computer_______________ _____>________.....__
Pressure Plethysmograph...................... , ■ ■ .Ü." !!!!*!!!!!
Volume Plethysmograph .....™....™.™..™..„™„...™...„......„...™„,..„,....ü!!!ü!!!!!
inspiratory airway pressure meter............. ...... .... .............. !!!!!!!!!!!!!!!!!!!!!!!!!!!!!.!!!!!!!!.!!!!!! !
Rhinoanemometer____................................ ................ “ "
Diagnostic spirometer............................

78N-1676__________
78N-1677________
78N-1678__________
78N-1679_______
78N-1680________

No.
No.
No.
No.
No.
Yes.
No.
No.
Yes.
No.
No.
No.
No.

868.1860___
868.1870......
888.1880 .........
868.1890
868.1900

Monitoring spirometer__________........ ....................... ..........
Peak-flow meter for spirometry -......... . - ........
Gas volume calibrator....._______  •». , m , „  ....... ...... ■ ...... .
Pulmonary-function data calculator............
Predictive pulmonary-function value calculator.........
Diagnostic pulmonary-function interpretation calculator....™..

78N-1682..............
78N-1683_____;__
78N-1684________
78N-1685..............
78N-1688..............
78N-1687

it................
it_________
it_________
f l . .............
h........ ........

Esophageal stethoscope...... .................... 78N -i688 !!!!!!!!!...!!!!!!!!! r.... ............
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Section Device Docket No. Class Comments

78N-1689.............. . II.................... No.
78N-1690.................. I..................... No.
78N-1691.................. I..................... No.
78N-1692.................. II.................... Yes.

Subpart C— Monitoring Devices
78N-1693.................. II.................... No.
78N-1694.................. II.................... No.
78N-1695.................. II.................... No.
78N-1696.................. II.................... No.
78N-1697.................. II.................... Yes.
78N-1698.............. II.................... No.
78N-1699.................. Ill................... No.
78N-1700.................. II. I ll............... Yes.
78N-1702.................. II.................... No.
78N-1703............Z... II.................... No.
78N-1704................. II.................... Yes.
78N-1705................. II.................... Yes.
78N-1706........>......... II.................... Yes.
78N-1707.................. II.................... No.
78N-1708.................. II.................... Yes.
78N-1709.................. II___________ Yes.

868.2900........................... Gas pressure transducer__...--------------------------------- .----- -— .— .— ------- ---------------------- ------------ 78N-1710..... ............ II.................... Yes.

Subparts D-E [Reserved]

Subpart F—Therapeutic Devices

78N-1714.................. II.................... No.
78N-1715.................. II.................... Yes.
78N-1716.................. II.................... No.
78N-1717.................. II.................... No.
78N-1718.................. II.................... No.
78N-1719.................. II..................... No.
78N-1720.................. II.................... No.
78N-1721.............. II.................... Yes.
78N-1722.................. II.................... No.
78N-1723.................. II.................... No.
78N-1726..-.............. 1_______ ____ No.
78N-1727................. . II..... ............... No.
78N-1728.................. II.................... No.
78N-1729__________ II.................... No.
78N-1730.................. II___________ No.
78N-1731.................. 1..................... Yes.
78N-1732.................. II................ . Yes.
78N-1733.................. II............... . No.
78N-1734.................. II.................... No.
78N-1735.................. II.................... No.
78N-1736.................. 1___________ Yes.
78N-1737.................. 1..................... Yes.
78N-1738.................. 1..................... No.
78N-1739.................. II.................... No.
78N-1741.................. Ill................... No.
78N-1743.................. 1..................... No.
78N-1744.................. II.................... Yes.
78N-1745.................. H.................... No.
78N-1746.................. II.................... No.
78N-1747.................. II.................... Yes.
78N-1748.................. II.................... No.
78N-1752.................. II.................... No.
78N-1753.................. II.................... No.
78N-1754................. II.................... No.
78N-1755................. 1..................... Yes.
78N-1756.................. II.................... No.
78N-1757..... - .......... II.................... Yes.
78N-1758.................. II.................... No.
78N-1759.................. II.................... No.
78N-1760.................. Ill................ . No.
78N-1761.................. 1..................... Yes.
78N-1762.................. II.................... No.
78N-1763.................. 1____________ No.
78N-1764.................. II.................... No.
78N-1765.................. II.................... No.
78N-1766.................. II.................... No.
78N-1767.................. 1..................... No.
78N-1768................. II.................... Yes.
78N-1769.................. 1..................... No.
78N-1770.................. II.................... Yes.
78N-1771.................. II................... No.
78N-1772.................. II................... Yes.
78N-1773.................. II.................... Yes.
78N-1774........... .V..... II................... No.
78N-1775.................. 1.................... Yes.
78N-1776.................. II.................... No.
78N-1777.................. II.................... No.
78N-1778.................. II................... No.
78N-1780.................. II................... No.
78N-1781.................. II................... No.
78N-1782.................. II................... Yes.
78N-1784................. II................. . No.
78N-1785................. II................... Yes.
78N-1788................. It................... Yes.
78N-1787................. II___________ No.

868.5905.......................... Noncontinuous ventilator (IPPB).............................................................................................................. 78N-1788................. II................... No.
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Section Device Docket No: Class Comments

868.5915........................ Manual emergency ventilator..................................... ........................................................ 7BN-17RÖ ||
868.5925........................... Powered emergency ventilator................................ ..................................... 7R N -1790
868.5935_______________
868.5955_______________ Intermittent mandatory ventilation attachment............... .......................................................... 7 R N -1 7 M
868.5965........................... Positive end expiratory pressure breathing attachment.................................................................... 78N-1794_____ II . .
868.5975........................... Ventilator tubing...................................................................................................
868.5995 ............. ............. Tee drain (water trap).............................................................. ..................................... No.

Subpart G— Miscellaneous

868.6100_______________ Anesthetic cabinet, table, or trav....... ........................................................................
868.6175......................... Cardiopulmonary emeroencv cart.................................................... .................................... 7RN -17QR
868.6225_______________
868.6250_______________ Portable air compressor.................................................................................................... 7flN~1flOO
868.6400....... .................... Calibration gas................................... ....................................................................
868.8700........................... Anesthesia stool..............................................................................................
868.6810 ................ ........... Tracheobronchial suction catheter............... .................................................................
868.6820........................... Patient position support____ _______ _________________________________ ___________ 7RN -1R07
868.6885........................... Medical gas yoke assembly......................... ................................................................

Summaries of Comments and FDA’s Responses to CommentsFD A is responding to specific comments received on 42 of the proposed regulations for anesthesiology devices and to several general comments as follows:1. FDA received two general comments regarding the classification process and the classification proposals for anesthesiology devices.a. A  comment objected to the publication of final rules for anesthesiology devices at this time. The comment recommended that the publication of these rules await completion of rulemaking that specifies the requirements for good manufacturing practices (GMP).FDA rejects the comment. FDA published in the Federal Register of July 21,1978, a final regulation establishing good manufacturing practice for the manufacture, packing, storage, and installation of medical devices. See Part 820 of the regulations (21 CFR Part 820).b. A  comment also expressed concern that the risks to health listed in each proposed classification regulation might lead to a standard requirement for all devices reflecting the risks to health described by the Panel.FDA rejects the comment The anesthesiology regulations only classify devices into class I, class II, or class III. Classification regulations do not require that devices by labeled to warn of, or marketed in a way that eliminates, the risks to health stated in the proposals.Therefore, FDA is proceeding with the publication of the final regulation classifying anesthesiology devices,2. Section 868.1075; Docket No. 78N- 1651; Argon gas analyzer.FDA published in the Federal Register (44 FR 63302) a proposed regulation to classify argon gas analyzers into classTwo comments were received on the proposal. The comments stated that

many types of nonindwelling analyzers are manufactured and sold for commercial, laboratory, or calibration applications including use in a hospital laboratory. The comments suggested that general use analyzers are not medical devices because there is no direct contact with the patient and recommended that the proposed classification not apply to these devices.FDA disagrees with the comments. The regulation classifies only argon gas analyzers that are intended for medical purposes and that, therefore, are medical devices. Direct patient contact is not a legal prerequisite to the regulation of a product as a medical device. No comments have been received that disagreed with classifying the argon gas analyzers that are medical devices into class IL Accordingly, the proposed regulation is being adopted with only a minor change.3. Section 868.1400; Docket No. 78N- 1666; Carbon dioxide gas analyzer.FDA published in the Federal Register (44 FR 63314) a proposed regulation to classify carbon dioxide gas analyzers into class II.Two comments were received on the proposal. The comments stated that many types of nonindwelling analyzers are manufactured and sold for commercial, laboratory, or calibration applications including use in a hospital laboratory. The comments suggested that general use analyzers are not medical devices because there is no direct contact with the patient and recommended that the proposed classification not apply to these devices.FDA disagrees with the comments.The regulation classifies only carbon dioxide gas analyzers that are intended for medical purposes and that, therefore, are medical devices. Direct patient contact is not a legal prerequisite to the regulation of a product as a medical device. No comments have been received that disagreed with classifying carbon dioxide gas analyzers that are

medical devices into class II. Accordingly, the proposed regulation is being adopted with only a minor change.4. Section 868.1430; Docket No. 78N- 1667; Carbon monoxide gas analyzer.FDA published in the Federal Register (44 FR 68315) a proposed regulation to classify carbon monoxide gas analyzers into class II.Two comments were received on the proposal. The comments stated that many types of nomndwelling analyzers are manufactured and sold for commercial, laboratory, or calibration applications including use in a hospital laboratory. The comments suggested that general use analyzers are not medical devices because there is no direct contact with the patient and recommended that the proposed classification not apply to these devices.FDA disagrees with the comments.The regulation classifies only carbon monoxide gas analyzers that are intended for medical purposes and that, therefore, are medical devices. Direct patient contact is not a legal prerequisite to the regulation of a product as a medical device. No comments have been received that disagreed with classifying carbon monoxide gas analyzers that are medical devices into class II. Accordingly, the proposed regulation is being adopted with only a minor change.5. Section 868.1500; Docket No. 78N- 1668; Enfiurane gas analyzer.FDA published in the Federal Register (44 FR 63316) a proposed regulation to classify enfiurane gas analyzers into class II.Two comments were received on the proposal. The comments stated that many types of nonindweiling analyzers are manufactured and sold for commercial, laboratory, or calibration applications including use in a hospital laboratory. The comments suggested that general use analyzers are not medical devices because there is no



31136 Federal Register / Vol. 47, No. 137 / Friday, July 16, 1982 / Rules and Regulationsdirect contact with the patient and recommended that the proposed classification not apply to these devices.FDA disagrees with the comments. The regulation classifies only enflurane gas analyzers that are intended for medical purposes and that, therefore, are medical devices. Direct patient contact is not a legal prerequisite to the regulation of a product as a medical device. No comments have been received that disagreed with classifying enflurane gas analyzers that are medical devices into class II. Accordingly, the proposed regulation is being adopted with only a minor change.6. Section 868.1620; Docket No. 78N- 1670; Halothane gas analyzer.FDA published in the Federal Register (44 FR 63317) a proposed regulation to classify halothane gas analyzers into class II.Two comments were received on the proposal. The comments stated that many types of nonindwelling analyzers are manufactured and sold for commercial, laboratory, or calibration applications including use in a hospital laboratory. The comments suggested t̂hat general use analyzers are not medical devices because there is no direct contact with the patient and recommended that the proposed classification not apply to these devices.FDA disagrees with the comments. The regulation classifies only halothane gas analyzers intended for medical purposes and that, therefore, are medical devices. Direct patient contact is not a legal prerequisite to the regulation of a product as a medical device. No comments have been received that disagreed with classifying halothane gas analyzers that are medical devices into class n. Accordingly, the proposed regulation is being adopted with Only a minor change.7. Section 868.1640; Docket No. 78N- 1671; Helium gas analyzer.FDA published in the Federal Register (44 FR 63318) a proposed regulation to classify helium gas analyzers into class II.Two comments were received on the proposal. The comments stated that many types of nonindwelling analyzers are manufactured and sold for commercial, laboratory, or calibration applications including use in a hospital laboratory. The comments suggested that general use analyzers are not medical devices because there is no direct contact with the patient and recommended that the proposed classification not apply to these devices.FDA disagrees with the comments.The regulation classifies only helium gas analyzers that are intended for medical purposes and that, therefore, are

medical devices. Direct patient contact is not a legal prerequisite to the regulation of a product as a medical device. No bomments have been received that disagreed with classifying helium gas analyzers that are medical devices into class U. Accordingly, the proposed regulation is being adopted with only a minor change.8. Section 868.1670; Docket No. 78N- 1672; Neon gas analyzer.FDA published in the Federal Register (44 FR 63319) a proposed regulation to classify neon gas analyzers into class II.Two comments were received on the proposal. The comments stated that many types of nonindwelling analyzers are manufactured and sold for commercial, laboratory, or calibration applications including use in a hospital laboratory. The comments suggested that general use analyzers are not medical devices because there is no direct contact with the patient and recommended that the proposed classification not apply to these devices.FDA disagrees with the comments. The regulation classifies only neon gas, analyzers that are intended for medical purposes and that, therefore, are medical devices. Direct patient contact is not a legal prerequisite to the regulation of a product as a medical device. No comments have been received that disagreed with classifying neon gas analyzers that are medical devices into class II. Accordingly, the proposed regulation is being adopted with only a minor change.9. Section 868.1690; Docket No. 78N- 1673; Nitrogen gas analyzer.FDA published in the Federal Register (44 FR 63319) a proposed regulation to classify nitrogen gas analyzers into class II.Two comments were received on the proposal. The comments stated that many types of nonindwelling analyzers are manufactured and sold for commercial, laboratory, or calibration applications including use in a hospital laboratory. The comments suggested that general use analyzers are not medical devices because there is no direct contact with the patient and recommended that the proposed classification not apply to these devices.FDA disagrees with the comments. The regulation classified only nitrogen gas analyzers that are intended for medical purposes and that, therefore, are medical devices. Direct patient contact is not a legal prerequisite to the regulation of a product as a medical device. No comments have been received that disagreed with classifying nitrogen gas analyzers that are medical devices into class II. Accordingly, the

proposed regulation is being adopted 
with only minor changes.10. Section 868.1700; Docket No. 78N- 1674; Nitrous oxide gas analyzer.FDA published in the Federal Register (44 FR 63320) a proposed regulation to classify nitrous oxide gas analyzers into class II.

Two comments were received on the 
proposal. The comments stated that 
many types of nonindwelling analyzers 
are manufactured and sold for 
commercial, laboratory, or calibration 
applications including use in a hospital 
laboratory. The comments suggested 
that general use analyzers are not 
medical devices because there is no 
direct contact with the patient and 
recommended that the proposed 
classification not apply to these devices.

FDA disagrees with the comments. 
The regulation classifies only nitrous 
oxide gas analyzers that are intended 
for medical purposes and that, therefore, 
are medical devices. Direct patient 
contact is not a legal prerequisite to the 
regulation of a product as a medical 
device. No comments have been 
received that disagreed with classifying 
nitrous oxide gas analyzers that are 
medical devices into class II. 
Accordingly, the proposed regulation is 
being adopted with only a minor change.11. Section 868.1720; Docket No. 78N- 1675; Oxygen gas analyzer.FDA published in the Federal Register (44 FR 63321) a proposed regulation to classify oxygen gas analyzers into class
n.

Two comments were received on the 
proposal. The comments stated that 
many types of nonindwelling analyzers 
are manufactured and sold for 
commercial, laboratory, or calibration 
applications including use in a hospital 
laboratory. The comments suggested 
that general use analyzers are not 
medical devices because there is no 
direct contact with the patient and 
recommended that the proposed 
classification not apply to these devices.

FDA disagrees with the comments. 
The regulation classifies only oxygen 
gas analyzers that are intended for 
medical purposes and that, therefore, 
are medical devices. Direct patient 
contact is not a legal prerequisite to the 
regulation of a product as a medical 
device. No comments have been 
received that disagreed with classifying 
oxygen gas analyzers that are medical 
devices into class n. Accordingly, the 
proposed regulation is being adopted 
with only a minor change.12. Section 868.1840; Docket No. 78N- 1681; Diagnostic spirometer.FDA published in the Federal Register 
(44 FR 63326) a proposed regulation to



Federal Register / Vol. 47, No. 137 / Friday, July 16, 1982 / Rules and Regulations 31137classify diagnostic spirometers into class II.One comment was received on the proposal. The comment suggested that diagnostic spirometers intended to be used in routine clinical practice do not require the same level of performance accuracy as those devices that are intended to be used in epidemiologic and research studies. H ie comment suggested specific performance requirements for office spirometers.FDA agrees that devices intended to be used in different circumstances may require different levels of accuracy. FDA believes that performance standards for diagnostic spirometers should include only those performance requirements that are necessary to assure the safety and effectiveness of the device. No comments were received that disagreed with classifying diagnostic spirometers into class II. Accordingly, the proposed regulation is being adopted with minor editorial changes only.13. Section 868.1870; Docket No. 78N- 1684; Gas volume calibrator. ,FDA published in the Federal Register (44 FR 63328) a proposed regulation to classify gas volume calibrators into class II.Two comments were received on the proposal. The comments stated that many types of gas volume calibrators are manufactured and sold for commercial, laboratory, or calibration applications including use in a hospital laboratory. The comments suggested that general use calibrators are not medical devices because there is no direct contact with the patient and recommended that the proposed * classification not apply to these devices.FDA disagrees with the comments.The regulation classifies only gas volume calibrators that are intended for medical purposes and that, therefore, are medical devices. Direct patient contact is not a legal prerequisite to the regulation of a product as a medical device. No comments have been received that disagreed with classifying gas volume calibrators that are medical devices into class II. Accordingly, the proposed regulation is being adopted with only a clarifying change.14. Section 868.1975; Docket No. 78N- 1692; Water vapor analyzer.
FDA published in the Federal Register (44 FR 63335) a proposed regulation to classify water vapor analyzers into classTwo comments were received on the Proposal. The comments stated that many types of nonindwelling analyzers are manufactured and sold for commercial, laboratory, or calibration applications including use in a hospital laboratory. The comments suggested

that general use analyzers are not medical devices because there is no direct contact with the patient and recommended that the proposed classification not apply to the devices.FDA disagrees with the comments. The regulation classifies only water vapor analyzers intended for medical purposes and that, therefore, are medical devices. Direct patient contact is not a legal prerequisite to the regulation of a product as a medical * device. No comments have been received that disagreed with classifying water vapor analyzers that are medical devices into class II. Accordingly, the proposed regulation is being adopted with only a minor change.15. Section 868.2350; Docket No. 78N- 1697; Gas calibration flowmeter.FDA published in the Federal Register (44 FR 63339) a proposed regulation to classify gas calibration flowmeters into class II.Three comments were received on the proposal. The comments stated that gas calibration flowmeters are not medical devices because the devices are used in industrial applications as well as in hospital laboratories. The comments pointed out that the devices never come into direct contact with patients and suggested that FDA not classify these devices.FDA disagrees with the comments. The regulation classifies only gas calibration flowmeters that are intended for medical purposes and that, therefore, are medical devices. Direct patient contact is not a legal prerequisite to the regulation of a product as a medical device. Medical purposes include claibration of other medical devices, or measurement of medical gas flow, when performed in health care facilities. Accordingly, the proposed regulation is being adopted with only a clarifying change.16. Section 868.2500; Docket No. 78N- 1700; Cutaneous oxygen monitor.FDA published in the Federal Register (44 FR 63341) a proposed regulation to classify cutaneous oxygen monitors into class II.Three comments were received on the proposal. All three comments agreed with the proposal to classify cutaneous oxygen monitors into class II. One comment noted that the primary application of the device has been for monitoring newborn infants. Another comment stated that the device is also useful for monitoring patients in the operating room and in surgical intensive care.On January 21,1980, FDA held a public meeting of the Anesthesiology Device Section of the Respiratory and Nervous System Devices Panel for

discussion of the comments received on the proposal to classify this device. The discussion focused on the questions whether the device should be classified into class II for all indications as proposed, or whether the device should be classified into class II for some indications and class III for others. Also present at the meeting were representatives of companies that manufacture the device who supported the proposal to classify the device into class II and who stated that sufficient information exists to develop a performance standard for the device. During the meeting, the Panel members reconsidered their recommendation respecting the classification of the device. Recent reports have indicated that cutaneous oxygen monitors may vary widely in performance depending on the conditions of use. Some of the devices may produce inaccurate readings when used in the presence of ^certain anesthetics in the operating room. Virtually all of the data on this device have been on monitoring of newborn infants, and very little data are available for other uses, such as monitoring patients during surgery.FDA has carefully considered the comments, available information, and the Panel’s recommendation that the device be classified into class II, as proposed, when it is intended for use in monitoring infant patients who are not under gas anesthesia and into class III for other uses. The Panel’s recommendation was based on its belief that the device has been shown to be safe and effective for use in monitoring infant patients who are not under gas anesthesia, but has not been shown to be safe and effective for other uses.Based on the findings above, FDA is classifying the device into class II when it is intended for use in monitoring infant patients who are not under gas anesthesia and into class III when the device is intended for other uses. The device is purported or represented for a use (monitoring oxygen tension) that is of substantial importance in preventing impairment of human health. The use of the device for noninfant patients or for any patient while under gas anesthesia, presents a potential unreasonable risk of illness or injury to the patient, because of the variability of the data obtained. There is insufficient information, including clinical data, available to determine that general controls will provide reasonable assurance of the safety and effectiveness of the device or to establish a standard that assures the safety and effectiveness of the device when it is intended for these purposes. This conclusion, which differs from the
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tentative judgment contained in the proposed regulation, is prompted by FDA’s belief that the device is still undergoing development which will show whether it may be safely and effectively used for these applications. FDA is issuing a final regulation to classify the cutaneous oxygen monitor into class II when it is intended for use in monitoring infants who are not under gas anesthesia. FDA has decided that there is sufficient data to show that the device is both safe and effective when used for this purpose. Therefore, premarket approval is not necessary for cutaneous oxygen monitors when intended for this purpose and a performance standard will provide reasonable assurance of the safety and effectiveness of the device when intended for this purpose.Accordingly, FDA is adopting the proposed regulation for cutaneous oxygen monitors with a change in the classification, in that the device is in class II for use in monitoring infants who are not under gas anesthesia and in class III for all other uses. For the reasons discussed above in “Changes in Classification in Final Regulations,”FDA has decided that it is unnecessary to issue a new proposal concerning this decision. Persons who disagree with this decision may petition for reclassification of this device under Subpart C  of Part 860.17. Section 868.2610; Docket No. 78N- 1704; Gas pressure gauge.FDA published in the Federal Register (44 FR 63344) a proposed regulation to classify gas pressure gauges into class
n.Four comments were received on the proposal.a. One comment disagreed with classifying gas pressure gauges into class II and recommended that the devices be classified into class I instead. The comment stated that general controls are sufficient to control the risks to health presented by the device.FDA disagrees with the comment FDA has determined that gas pressure gauges should be classified into class II so that a performance standard may be issued that assures that the device accurately measures the pressure of respiratory gases. General controls will not provide reasonable assurance of the safety and effectiveness of the device.b. Three comments stated that gas pressure gauges are not medical devices and should not be classified. One comment stated that the identification of the device should be changed to more clearly define the intended use of the device.FDA partially agrees with the comments. FDA agrees that the

identification of the device should be stated more clearly and is making minor changes to the regulation to make it clear that the classification applies to those devices intended for medical purposes, i.e., use in a medical gas delivery system. Accordingly, the proposed regulation is being adopted with these changes.18. Section 868.2620; Docket No. 78N- 1705; Gas pressure calibrator.FDA published in the Federal Register (44 FR 63345) a proposed regulation to classify gas pressure calibrators into class II.Two comments were received on the proposal. The comments stated that many types of gas pressure calibrators are manufactured and sold for commercial, industrial, or laboratory applications, including use in a hospital laboratory. The comments suggested that the devices are not medical devices because there is no direct contact with the patient and recommended that the proposed classification not apply to such devices.FDA disagrees with the comments.The regulation classifies only gas pressure calibrators that are intended for medical purposes and that, therefore, are medical devices. Direct patient contact is not a legal prerequisite to the regulation of a product as a medical device. Accordingly, the proposed regulation is being adopted with only a minor clarifying change.19. Section 868.2700; Docket No. 78N- 1706; Pressure regulator.FDA published in the Federal Register (44 FR 63346) a proposed regulation to classify pressure regulators into class n.Two comments were received on the proposal. The comments suggested that the device name and identification in the proposed regulation for pressure regulators be changed to make it clear that the regulation does not apply to those regulators intended or promoted for commercial, industrial, and aviation applications.FDA agrees with the comments and is making minor changes in the identification of the device to make it clear that the rule applies only to those devices intended to be used for medical purposes. Accordingly, the proposed regulation is being adopted with these changes.20. Section 868.2875; Docket No. 78N- 1708; Differential pressure transducer.FDA published in the Federal Register (44 FR 63348) a proposed regulation to classify differential pressure transducers into class U.Two comments were received on the proposal. The comments stated that many types of differential pressure transducers are manufactured and sold

for commercial, industrial, or laboratory applications, including use in a hospital laboratory. The comments suggested that general use transducers are not medical devices \yhen there is no direct contact with the patient and recommended that the proposed classification not apply to these devices.FDA disagrees with the comments. The regulation classifies only differential pressure transducers intended for medical purposes and that, therefore, are medical devices. Direct patient contact is not a legal prerequisite to the regulation of a product as a medical device. Accordingly, the proposed regulation is being adopted without change.21. Section 868.2885; Docket No. 78N- 1709; Gas flow transducer.FDA published in die Federal Register (44 FR 63349) a proposed regulation to classify gas flow transducers into class
n.Two comments were received on the proposal. The comments stated that many types of gas flow transducers are manufactured and sold for commerical, industrial, or laboratory applications, including use in a hospital laboratory. The comments suggested that these general use transducers are not medical devices when there is no direct contact with the patient and recommended that the proposed classification not apply to these devices.FDA disagrees with the comments. The regulation classifies only gas flow transducers that are intended for medical purposes and that, therefore, are medical devices. Direct patient contact is not a legal prerequisite to the regulation of a product as a medical device. Accordingly, the proposed regulation is being adopted with only a minor clarifying change.22. Section 868.2900; Docket No. 78N- 1710; Gas pressure transducer.FDA published in the Federal Register (44 FR 63349) a proposed regulation to classify gas pressure transducers into class II.Two comments were received on the proposal. The comments stated that many gas pressure transducers are manufactured and sold for commercial, industrial, or laboratory applications, including use in a hospital laboratory. The comments suggested that these general use transducers are not medical devices when there is no direct contact with the patient and recommended that the proposed classification not apply to these devices.FDA disagrees with the comments. The regulation classifies only gas pressure transducers that are intended for medical purposes and that, therefore,



Federal Register / V o l. 47, N o. 137 / Friday, July 16, 1982 / Rules and Regulations 31139are medical devices. Direct patient contact is not a legal prerequisite to the regulation of a product as a medical device. Accordingly, the proposed regulation is being adopted with only a minor clarifying change.23. Section 868.5100; Docket No. 78N- 1715; Nasopharyngeal airway.FDA published in the Federal Register (44 FR 63351) a proposed regulation to classify nasopharyngeal airways into class II.Two comments were received on the proposal. The comments objected to the Panel’s identification, in its recommendation, of infection as a risk to health presented by the device because of concern that FDA may adopt a standard requirement that all nasopharyngeal airways be labeled and marketed as sterile.FDA disagrees with the comments. . The proposed regulation only classifies the device into class II. It does not contain a requirement that all nasopharyngeal airways be labeled and marketed as sterile. The need for such a requirement will be considered in any proceeding to establish a standard for the device. Accordingly, the proposed regulation is being adopted with only a minor change.24. Section 868.5160; Docket No. 78N- 1721; Gas machine for anesthesia or analgesia.FDA published in the Federal Register (44 FR 63356) a proposed regulation to classify anesthesia gas machines into class II.Six comments were received on the proposal. The comments disagreed with the inclusion of analgesia machines used in dentistry with the generic category of anesthesia gas machines.The comments asked that FDA establish a separate generic category for conscious sedation dental equipment and that these devices be reviewed by the Dental Device Classification Panel. The comments also asked that these devices be classified into class I.On January 21,1980, FDA held a public meeting of the Anesthesiology Device Section of the Respiratory and Nervous System Devices Panel for discussion of the comments received on the proposal. The Panel recommended that FDA create a separate generic category for gas machines for analgesia, that gas machines for analgesia remain in class II, and that the final regulation for the device be published with the anesthesiology devices. FDA agrees with the Panel recommendation and is publishing a»separate final regulation within § 868.5160 that classifies gas machines for analgesia into class II. The proposed regulation for gas machines for anesthesia is being adopted with minor

modifications reflecting the separation of the gas machines for analgesia. The agency advises that a premixed nitrous oxide-oxygen product is regarded as a new drug requiring an approved new drug application (21CFR Part 314—New Drug Applications) prior to marketing.25. Section 868.5280; Docket No. 78N- 1731; Breathing tube support.FDA published in the Federal Register (44 FR 63363) a proposed regulation to classify breathing tube supports into class I.One comment was received on the proposal. The comment disagreed with the proposal to classify breathing tube supports into class I. The comment noted that FDA proposed that breathing tubes be classified into class II and suggested that breathing tube supports also be classified into class II because the two devices are connected together.FDA disagrees with the comment. There is no requirement that two devices be classified into the same regulatory category simply because they are used together. For the reasons given in the proposal, FDA is classifying breathing tube supports into'class I. Accordingly, the regulation is being adopted with only a minor clarifying change. - 126. Section 868.5300; Docket No. 78N- 1732; Carbon dioxide absorbent.FDA published in the Federal Register (44 FR 63364) a proposed regulation to classify carbon dioxide absorbents into class II.Two comments were received on the proposal. The comments disagreed with the Panel’s recommendation that cross infection of carbon dioxide absorbents is a risk to health and asserted that the device is not designed to be sterilized or, disinfected;FDA believes that the risks of cross infection result from improper maintenance of the equipment.However, the regulation does not require that the absorbent be sterilized or disinfected. Accordingly, the proposed regulation is being adopted with only a minor clarifying change.27. Section 868.5340; Docket No. 78N- 1736; Nasal oxygen cannula.FDA published in the Federal Register (44 FR 63367) a proposed regulation to classify nasal oxygeti cannulae into class I.Three comments were received on the proposal.a. One comment disagreed with the proposal to classify nasal oxygen cannulae into class I and recommended that the device be classified into class II. The comment stated that performance standards for nasal oxygen cannulae are needed to provide the user with information necessary for specifying

accuracy requirements for the metering equipment on some regulators and oxygen concentrators.FDA disagrees with the comment. FDA believes that the safety and effectiveness of these devices can be adequately controlled by general controls. It is the responsibility of medical personnel to choose compatible equipment when constructing a system for patient therapy. Moreover, FDA has authority under sections 502 and 701(a) of the act (21 U .S.C. 352 and 371(a)) to require special labeling for any device, including a class I device. Thus, classification into class I does not preclude the establishment of special labeling requirements for nasal oxygen cannulae, should FDA decide that these requirements are needed.b. Two comments objected to the Panel’s identification, in its recommendation, of infection as a risk to health presented by the device, because of concern that FDA may adopt a standard requirement that all nasal oxygen cannulae be labeled and marketed as sterile.FDA disagrees with the comments. The proposed regulation only classifies these devices into class I. It does not contain a requirement that all nasal oxygen cannulae be labeled and marketed as sterile. Accordingly, the proposed regulation is being adopted with only a minor editorial change.28. Section 868.5350; Docket No. 78N- 1737; Nasal oxygen catheter.FDA published in the Federal Register (44 FR 63368) a proposed regulation to classify nasal oxygen catheters into class I.One comment was received on the proposal. The comment disagreed with the proposal to classify nasal oxygen catheters into class I and recommended that the device be classified into class II. The comment stated that performance standards for nasal oxygen catheters are needed to provide the user with information necessary for specifying accuracy requirements for the metering equipment on some regulators and oxygen concentrators.FDA disagrees with the comment.FDA believes that the safety and effectiveness of this device can be adequately controlled by general controls. It is the responsibility of medical personnel to choose compatible equipment when constructing a system for patient therapy. Moreover, FDA has authority under sections 502 and 701(a) of the act (21 U .S.C. 352 and 371(a)) to require special labeling for any device, including a class I device. Thus, classification into class I does not preclude the establishment of special
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labeling requirements for nasal oxygen catheters, should FDA decide that these requirements are needed. Accordingly, the proposed regulation is being adopted with only minor editorial changes.29. Section 868.5430*, Docket No. 78N- 1744; Gas-scavenging apparatus.FDA published in the Federal Register (44 FR 63374) a proposed regulation to classify gas-scavenging apparatus into class II.One comment was received on the proposal. The comment stated that the gas scavenging apparatus is used only to scavenge nitrous oxide that is used by dentists. The comment suggested that FDA refer the issue of the classification of the device to the Dental Device Section of the Ophthalmic; Ear, Nose, and Throat; and Dental Devices Panel, to obtain its recommendation.FDA disagrees with the comment. Gas scavenging devices are used to collect many types of anesthetic or analgesic gases used by various medical specialties and are not limited to dental use. It was appropriate for FDA to have obtained a recommendation from the Anesthesiology Device Section of the Respiratory and Nervous System Devices Panel, and it is unnecessary to obtain another recommendation from the Ophthalmic; Ear, Nose, and Throat; and Dental Devices Panel. Accordingly, the proposed regulation is being adopted with only minor editorial changes.30. Section 868.5460; Docket No. 78N- 1747; Therapeutic humidifier for home use. -FDA published in the Federal Register (44 FR 63376) a proposed regulation to classify therapeutic humidifiers for home use into class II.Four comments were received on the proposal. The comments expressed concern that the proposed rule might be interpreted to apply to all home humidifiers, including those that are part of home central air conditioning and heating systems. The comments suggested that FDA clearly state in the final rule for therapeutic humidifiers for home use that the classification applies only to those devices for which manufacturers make health or medical claims.FDA believes that in the proposed regulation the identification of therapeutic humidifiers for home use clearly states that the proposed classification applies solely to those humidifiers that are intended to be used for medical purposes, such as respiratory therapy. FDA does not believe that humidifiers that are designed to be used with central air conditioning or heating systems in a home are medical devices unless they are intended for medical purposes, as

discussed earlier in this preamble. FDA is clarifying the name and identification of the device to show the regulation applies only to those devices intended for medical purposes.31. Section 868.5560; Docket No. 78N- 1755; Gas mask head strap.FDA published in the Federal Register (44 FR 63383) a proposed regulation to classify gas mask head straps into class 
I. One comment was received on the proposal. The comment disagreed with the proposal to classify gas mask head straps into class I. The comment noted that FDA proposed that anesthesia gas masks be classified into class II and suggested that gas mask head straps also be classified into class II because the two devices are connected together.FDA disagrees with the comment. There is no requirement that two devices be classified into the same regulatory category simply because they are used together. For the reasons given in the proposal, FDA is classifying gas mask head straps into class I. Accordingly, the regulation is being adopted with only a minor editorial change.32. Section 868.5580; Docket No. 78N- 1757; Oxygen mask.FDA published in the Federal Register (44 FR 63384) a proposed regulation to classify oxygen masks into class I.Three comments were received on the proposal.a. Two comments objected to the Panel’s identification, in its recommendation, of infection as a risk to health presented by the device because of concern that FDA may require all oxygen masks to be labeled and marketed as sterile.FDA disagrees with the comments.The proposed regulation only classifies the device into class I. It does not contain a requirement that oxygen masks be labeled and marketed as sterile.b. One comment disagreed with the proposal to classify the device into class I and recommended that it be classified in class II. The comment noted that manufacturers do not always use the same designations for oxygen mask sizes (e.g., small, medium, and large). Thus, a patient may receive a poorly fitting oxygen mask in an emergency situation if the user mistakenly assumes that oxygen mask sizes are uniform from manufacturer to manufacturer. The comment stated that a performance standard that assures uniformity of oxygen mask sizes is necessary to avoid this risk to the patient.On January 21,1980, FDA held a public meeting of the Anesthesiology Device Section of the Respiratory and

Nervous System Devices Panel to discuss the comment. The Panel recommended that FDA classify oxygen masks into class II because it agreed that lack of uniformity of mask sizes is a hazard that cannot be controlled by general controls. The Panel recommended that the development of a performance standard for oxygen masks be a low priority. FDA has considered the comment and the Panel’s revised recommendation, and is classifying oxygen masks into class II rather than class I as proposed. For the reasons discussed above in “Changes in Classification in Final Regulations,”FDA does not believe that it is necessary to issue a new proposal concerning this decision. Persons who disagree with classifying oxygen masks in class II may petition for reclassification of the device under Subpart C of Part 860 (21 CFR Part 860).For clarification purposes, FDA has amended the identification of oxygen masks to indicate that the device may also be placed over a patient’s tracheostomy, and that it can be used to administer aerosols. Accordingly, the proposed regulation is being adopted with the changes noted.33. Section 868.5620; Docket No. 78N- 1761; Breathing mouthpiece.FDA published in the Federal Register (44 FR 63388) a proposed regulation to classify breathing mouthpieces into class II.One comment was received on the proposal. The comment disagreed with the proposal to classify breathing mouthpieces into class II and suggested that the device be classified into class I. The comment stated that general controls will provide sufficient control over the risks to health presented by this device.On January 21,1980, FDA held a public meeting of the Anesthesiology Device Section of the Respiratory and Nervous System Devices Panel to discuss the comment. The Panel recommended that FDA classify breathing mouthpieces into class I because the hazards to health presented by this device can be adequately controlled by general controls. The Panel also recommended that there be no exemptions for manufacturers of this device. FDA has considered the comment and the Panel’s revised recommendation, and is classifying breathing mouthpieces into class I with no exemptions, rather than class II as proposed. For the reasons discussed above in “Changes in Classification of Final Regulations,” FDA does not believe that it is necessary to issue a new proposal concerning this decision.



Federal Register / V o l, 47, No, 137 / Friday, July 16, 1982 / Rules and Regulations 31141Persons who disagree with classifying breathing mouthpieces in class I may petition for reclassification of the device under Subpart C of Part 860 {21 CFR Part 860). Accordingly, the proposed regulation is being adopted with this change in classification and minor editorial changes.34. Section 868.5690; Docket No. 78N- 1768; Incentive spirometer.FDA published in the Federal Register (44 FR 63394] a proposed regulation to classify incentive spirometers into class II.Two comments were received on the proposal. The comments disagreed with the proposal to classify the device into class II and recommended that it be classified into class I. The comments noted that an incentive spirometer is intended to be used as a breathing exerciser to aid a patient in improving ventilation by indicating the patient’s breathing volume or flow. The comments stated that volume and flow readings that are indicated on an incentive spirometer are not intended to be accurate enough for diagnostic or monitoring purposes.FDA disagrees with the comments.The flow and volume indications obtained from an incentive spirometer may be used to measure a patient’s progress in improving ventilation and should be reasonably accurate and reproducible. FDA agrees that an incentive spirometer need not be as accurate as a diagnostic spirometer. However, FDA believes that general controls are not sufficient to control the accuracy of the device and that a performance standard is necessary to provide assurance of the safety and effectiveness of the device. Accordingly, the proposed regulation is being adopted with only minor changes.35. Section 868.5710; Docket No. 78N- 1770; Electrically powered oxygen tent.FDA published in the Federal Register (44 FR 63395) a proposed regulation to classify electrically powered oxygen tents into class II.One comment was received on the proposal. The comment agreed with the proposal to classify electrically powered oxygen tents into class II but stated that the reasons the Panel gave for Recommending the device be classified into class II do not apply to all devices that are being marketed.FDA agrees with the comment. FDA believes that the reasons given by the Panel for the recommendation to classify the device in class II are valid for electrically powered oxygen tents as a generic group but these reasons may not always apply to every device that is marketed. Accordingly, the proposed

regulation is being adopted with only minor editorial changes.36. Section 868.5730; Docket No. 78N- 1772; Tracheal tube.FDA published in the Federal Register (44 FR 63397) a proposed regulation to classify tracheal tubes into class II.Two comments were received on the proposal. The comments objected to the Panel’s identification, in its recommendation, of infection as a risk to health presented by tracheal tubes because of concern that FDA may adopt a standard requirement that all tracheal tubes be labeled and marketed as sterile.FDA disagrees with the comments. The proposed regulation only classifies the devices into class II. It does not contain a requirement that all tracheal tubes be labeled and marketed as sterile. The need for such a requirement will be considered in any proceeding to establish a standard for the device. Accordingly, the proposed regulation is being adopted without change.37. Section 868.5740; Docket No. 78N- 1773; Tracheal/bronchial differential ventilation tube.FDA published in the Federal Register (44 FR 63398) a proposed regulation to classify tracheal/bronchial differential ventilation tubes into class II.Two comments were received on the proposal. The comments objected to the Panel’s identification, in its recommendation, of infection as a risk to health presented by tracheal/ bronchial differential ventilation tubes because of concern that FDA may adopt a standard requirement that all tracheal/bronchial differential ventilation tubes be labeled and marketed as sterile.FDA disagrees with the comments.The proposed regulation only classifies these devices into class II. If does not contain a requirement that all tracheal/ bronchial differential ventilation tubes be labeled and marketed as sterile. The need for such a requirement will be considered in any proceeding to establish a standard for the device. Accordingly, the proposed regulation is being adopted with only a minor change.38. Section 868.5760; Docket No. 78N- 1775; Cuff spreader.FDA published in the Federal Register (44 FR 63400) a proposed regulation to classify cuff spreader into class I.Two comments were received on the proposal. The comments stated that a cuff spreader is not a medical device because it is used only to facilitate the assembly of a tracheal tube cuff on a tracheal or tracheostomy tube.FDA disagrees with the comments. Cuff spreaders are clearly medical devices because they are intended for a

medical purpose, i.e., to install tracheal tube cuffs on tracheal tubes or tracheostomy tubes for use on a patient. Accordingly, the proposed regulation is being adopted without change.39. Section 868.5830; Docket No. 78N- 1782; Autotransfusion apparatus.FDA published in the Federal Register (44 FR 63405) a proposed regulation to classify Autotransfusion apparatus into class III.Nine comments were received on the proposal. The comments disagreed with the proposal to classify the autotransfusion apparatus into class III. The comments recommended that the device be classified into class II because the devices in use have been shown to be safe and effective. The comments stated that a draft standard for autotransfusion devices has been written. The comments also pointed out that the proposed identification of autotransfusion apparatus describes only one type of device despite the fact that there are several devices on the marketOn January 21,1980, FDA held a public meeting of the Anesthesiology Device Section of the Respiratory and Nervous System Devices Panel to consider the comments on the proposal. A t the meeting, several users of autotransfusion apparatus described their experiences with some of the autotransfusion devices that are being marketed. All of these users stated that the devices are safe and effective and asked that the Panel recommend that the device be classified into class II rather than class III. It was reported that virtually all problems that have been reported have been associated with one particular type of the device that is not now marketed. Participants in the meeting also discussed the standard for these devices being developed by a committee of The Association for the Advancement of Medical Instrumentation (AAMI). The chairperson of this committee stated that a standard for these devices was nearly completed and that it was expected to be balloted later that year. The Panel recommended that autotransfusion apparatus fie classified into class II rather than class III as proposed, The Panel believes that there is now sufficient information available to develop a performance standard that will provide reasonable assurance of the safety and effectiveness of the device. The critical issue is whether a standard can provide reasonable assurance of the safety and effectiveness of autotransfusion devices. FDA has carefully considered the comments, available information, and the Panel’s



31142 Federal Register / V o l.recommendation and is classifying autotransfusion apparatus into class II, rather than class III as proposed. FDA also is changing the identification of the device in the final rule to clarify that the regulation applies to all autotransfusion devices. The agency encourages the AAM I committee to complete the development of the standard for this device as quickly as possible. FDA will closely monitor the progress of the standard. If the agency believes that the standard being developed does not provide reasonable assurance of the safety and effectiveness of the device, it may at a later date reconsider the classification of the device into class II.Accordingly, the final regulation is being changed as described above. For the reasons discussed above in “Changes in Classification of Final Regulations,” FDA does not believe that it is necessary to issue a new proposal concerning this decision. Persons who disagree with classifying autotransfusion apparatus in class II may petition for reclassification of the device under Subpart C of Part 860 (21 CFR Part 860).40. Section 868.5870; Docket No. 78N- 1785; Nonrebreathing valve.FDA published in the Federal Register (44 FR 63407) a proposed regulation to classify nonrebreathing valves into class 
II. One comment was received on the proposal. The comment objected to the proposal to classify nonrebreathing valves into class II and recommended that the device be classified into class I. The comment stated that general controls are sufficient to provide reasonable assurance of the safety and effectiveness of the device, when the device is not used in a life support situation. The comment also agreed that the proposed classification regulation made no distinction between the risks to health presented by a nonrebreathing valve when it is used in a life supporting system and those present when it is used in a system that is not a life supporting system.FDA disagrees with the comment.FDA believes that a performance standard is necessary to assure that nonrebreathing valves are safe and effective. FDA agrees that the consequences of a valve failure may be more severe when the valve is used in a life supporting system. However, the types of valve failure cited in the proposed classification regulation are applicable regardless of the type of system in which the valve is used. Accordingly, the proposed regulation is being adopted with only a minor change.41. Section 868.5880; Docket No. 78N- 1786; Anesthetic vaporizer.

47, N o. 137 / Friday, July 16, 1982 / Rules and RegulationsFDA published in the Federal Register (44 FR 63408) a proposed regulation to classify anesthetic vaporizers into class 
II.Three comments were received on the proposal. The comments expressed concern that the proposed rule might lead FDA to adopt a standard requirement that all anesthetic vaporizers be labeled and marketed as sterile or sterilizable. The comments suggested that FDA remove any references to sterilization from the final rule.FDA disagrees with the comments.The proposed regulation only classifies the devices into class II. The regulation does not contain a requirement that all anesthetic vaporizers be labeled or marketed as sterile. The need for such a requirement will be considered in any proceeding to establish a standard for the device. Accordingly, the proposed regulation is being adopted without change.42. Section 868.6400; Docket No. 78N- 1805; Calibration gas.FDA published in the Federal Register (44 FR 63423) a proposed regulation to classify calibration gases into class II.Three comments were received on the proposal.a. A  comment disagreed with the proposal to classify calibration gases into class II and stated that the risks to health presented by the device can be controlled by classifying it into class I.FDA disagrees with the comment. The device is used to calibrate other medical devices and must provide a gas concentration that is precise. FDA believes that general controls will not provide reasonable assurance that the gas concentration provided by the device is accurate and believes that a performance standard is necessary to provide this assurance.b. One comment agreed with the proposal to classify the device into class II. Another comment did not disagree with the proposal, but suggested that FDA more clearly identify the function of calibration gases so that it is clear that nonmedical products are excluded.FDA agrees with the comments. The agency is making minor changes in the identification of the device so that it is clear that the regulation applies only to those calibration gases intended to be used for medical purposes. Accordingly, the proposed regulation is being adopted with these changes.43. Section 868.6885; Docket No. 78N- 1808; Medical gas yoke assembly.FDA published in the Federal Register (44 FR 63426) a proposed regulation to classify medical gas yoke assemblies into class II.

Three comments were received on the proposal. The comments noted that the filter used with a medical gas yoke assembly is an optional piece of equipment intended ony to protect the apparatus from particle contamination and is not intended to prevent contamination of the breathing system or patient infection.The agency agrees with the comments and is making minor changes in the language used in the identification of medical gas yoke assemblies to clarify that the filter is a particulate filter. Accordingly, the proposed regulation is being adopted with these changes.
List of Subjects in 21 CFR Part 868Anesthesiology devices; Medical devices.Therefore, under the Federal Food, Drug, and Cosmetic Act (secs. 513, 701(a), 52 Stat. 1055, 90 Stat. 540-546 (21 U .S.C. 360c, 371(a))) and under authority delegated to the Commissioner of Food and Drugs (21 CFR 5.10), Chapter I of Title 21 of die Code of Federal Regulations is amended by adding new Part 868, to read as follows:PART 868—AN ESTH ESIOLOG Y DEVICES
Subpart A— General Provisions 

Sec.
868.1 Sco p e .

Subpart B— Diagnostic Devices
868.1030 M a n u a l algesim eter.
868.1040 Pow ered algesim eter.
868.1075 A rg on  ga s analyzer.
868.1100 A rterial blood  sam pling kit. 
868.1120 Indw elling b lood  oxyhem oglobin  

concentration analyzer.
868.1150 Indw elling blood  carbon dioxide 

partial pressure (Pc«*) analyzer.
868.1170 Indw elling blood  hydrogen ion 

concentration (pH) analyzer.
868.1200 Ind w ellin g blood  oxygen  partial 

pressure (Po*) analyzer.
868.1400 C a rb o n  dioxide gas analyzer. 
868.1430 C a rb on  m on oxid e ga s analyzer. 
868.1500 Enflurane gas analyzer.
868.1575 G a s  collection vessel.
868.1620 H alo th an e ga s analyzer.
868.1640 H elium  ga s analyzer.
868.1670 N eo n  gas analyzer.
868.1690 Nitrogen g a s analyzer.
868.1700 N itrous oxid e gas analyzer. 
868.1720 O x y g e n  ga s analyzer.
868.1730 O x y g e n  uptake com puter.
868.1750 Pressure plethysm ograph.
868.1760 V olum e plethysm ograph.
868.1780 Inspiratory a irw ay pressure meter. 
868.1800 Rhinoanem om eter.
868.1840 D iagn ostic spirometer.
868.1850 M onitoring spirometer.
868.1860 P eak-flow  m eter for spirometry. 
868.1870 G a s  volum e calibrator.
868.1880 Pulm onary-function data  

calculator.
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Sec.
868.1890 Predictive pulm onary-function  

valu e calcu lator.
868.1900 D iagn o stic pulm onary-function  

interpretation calculator.
868.1910 E so p h ageal stethoscope.
868.1920 E so p h ageal stethoscope w ith  

electrical conductors.
868.1930 Steth oscop e h ead.
868.1965 Sw itch in g va lv e (ploss}.
868.1975 W a ter vap or analyzer.

Subpart C— Monitoring Devices
868.2025 U ltrason ic air em bolism  m onitor. 
868.2300 Bourdon gauge flowm eter.
868.2320 U n co m p en sated  thorpe tube 

flow m eter.
868.2340 C o m p en sated  thorpe tube 

flow m eter.
868.2350 G a s  calibration flow m eter.
868.2375 Breathing frequency m onitor. 
868.2450 Lung w ater m onitor.
868.2500 C u tan eou s o xygen  m onitor. 
868.2550 Pneum otachom eter.
868.2600 A ir w a y  pressure m onitor.
868.2610 G a s  pressure gauge.
868.2620 G a s  pressure calibrator.
868.2700 Pressure regulator.
868.2775 Electrical peripheral nerve 

stim ulator.
868.2875 D ifferen tial pressure transducer. 
868.2885 G a s  flo w  transducer.
868.2900 G a s  pressure transducer.

Subparts D-E [Reserved]

Subpart F— 'Therapeutic Devices 
868.5090 E m ergency a irw ay needle.
868.5100 N aso p h a ryn g e al airw ay.
868.5110 O roph aryngeal airw ay.
868.5120 A n esth esia  conduction catheter. 
868.5130 A n e sth e sia  con du ction filter. 
868.5140 A n esth esia  conduction kit.
868.5150 A n e sth e sia  conduction needle. 
868.5160 G a s  m ach ine for anesthesia or 

analgesia.
868.5170 Laryngotrach eal topical anesthesia  

applicator.
868.5180 R ocking bed .
868,5220 B lo w  bottle.
868.5240 A n esth esia  breathing circuit. 
868.5250 Breathing circuit circulator.
868.5260 Breathing circuit bacterial filter. 
868.5270 Breathing system  heater.
868.5280 Breathing tube support.
868.5300 C a rb on  d ioxid e absorbent.
868.5310 C a rb on  d ioxid e absorber.
868,5320 R eservoir b ag.
868,5330 Breathing ga s m ixer.
868.5340 N a s a l o xy ge n  cann ula.
868.5350 N a sa l o xy ge n  catheter. ,
868.5365 Posture chair for card iac or 

pulmonary treatm ent.
868.5375 H e a t and  m oisture condenser  

(artificial nose).
868.5400 Electroan esth esia apparatus. 
868.5420 Ether hook.
868.5430 G a s-sca v e n g in g  apparatus.
868.5440 Portable o xygen  generator.
868,5450 Respiratory g a s hum idifier.
868.5460 Therapeutic hum idifier for hom e 

use.
863,5470 H yp erbaric cham ber.
868,5530 Flexib le laryngoscope.

68.5540 Rigid laryngoscope.
68.5550 A n esth etic  g a s m ask.
68.5560 G a s  m ask h ea d  strap.
68.5570 Nonrebreathing m ask.

S e c .
868.5580 O x y g e n  m ask.
868.5590 Sca v en g in g  m ask.
868.5600 V enturi m ask.
868.5610 M em brane lung for long-term  

pulm onary support.
868.5620 Breathing m outhpiece.
868.5630 N ebulizer.
868.5640 M e d icin al nonventilatory nebulizer  

(atomizer).
868.5650 Eso p h ageal obturator.
868.5655 Portable liquid oxygen  unit. 
868.5665 Pow ered percussor.
868.5675 Rebreathing d evice.
868.5690 Incen tive spirometer.
868.5700 N on p ow ered  o xygen  tent.
868.5710 E lectrically  p ow ered oxygen  tent. 
868.5720 B ronchial tube.
868.5730 T rach eal tube.
868.5740 Tracheal/bron ch ial differential 

ventilation tube.
868.5750 Inflatable tracheal tube cuff. 
868.5760 C u ff  spreader.
868.5770 T rach eal tube fixation device. 
868.5780 Tu be introduction forceps.
868.5790 Trach eal tube stylet.
868.5810 A ir w a y  connector.
868.5820 D en tal protector.
868.5830 A u totran sfusion  apparatus. 
868.5860 Pressure tubing and  accessories. 
868.5870 N onrebreathing va lv e .
868.5880 A n esth etic  vaporizer.
868.5895 Con tin u ou s ventilator.
868.5905 N o ncontin uou s ventilator (IPPB). 
868.5915 M a n u a l em ergency ventilator. 
868.5925 Pow ered em ergency ventilator. 
868.5935 E xtern al n egative pressure  

ventilator.
868.5955 Interm ittent m andatory ventilation  

attachm ent.
868.5965 Positive end expiratory pressure 

breathing attachm ent.
868.5975 V en tilator tubing.
868.5995 T ee drain (w ater trap).

Subpart G— Miscellaneous
868.6100 A n esth etic  cabin et, table, or tray. 
868.6175 Cardiop ulm onary em ergency cart. 
868.6225 N o se  clip.
868.6250 Portable air com pressor.
868.6400 Calib ratio n  gas.
868.6700 A n esth esia  stool.
868.6810 Tracheobronchial suction catheter. 
868.6820 Patient position support.
868.6885 M e d ica l ga s yoke assem bly.

A u thority: S e c s. 513, 701(a), 52 Sta t. 1055,
90 Sta t. 540-546 (21 U .S .C . 360c, 371(a)).

Subpart A— General Provisions

§ 868.1 Scope.(a) This part sets forth the classification of anesthesiology devices intended for human use that are in commercial distribution.(b) The identification of a device in a regulation in this part is not a precise description of every device that is, or will be, subject to the regulation. A  manufacturer who submits a premarket notification submission for a device under Part 807 may not show merely that the device is accurately described by the section title and identification provisions of a regulation in this part, but shall state why the device is

substantially equivalent to other devices, as required by § 807.87.(c) To avoid duplicative listings, an anesthesiology device that has two or more types of uses (e.g., used both as a diagnostic device and as a therapeutic device) is listed in a subpart representing one use of the device, rather than in two or more subparts.(b) References in this part to regulatory sections of the Code of Federal Regulations are to Chapter I of Title 21 unless otherwise noted.
Subpart B— Diagnostic Devices

§ 868.1030 ll/lanual algesimeter.(a) Identification. A  manual algesimeter is a mechanical device intended to determine a patient’s sensitivity to pain after administration of an anesthetic agent, e.g., by pricking with a sharp point,(b) Classification. Class I (general controls). The device is exempt from the good manufacturing practice regulation in Part 820, with the exception of§ 820.180, with respect to general requirements concerning records, and § 820.198, with respect to complaint files.
§ 868.1040 Powered algesimeter.(a) Identification. A  powered algesimeter is a device using electrical stimulation intended to determine a patient’s sensitivity to pain after administration of an anesthetic agent.(b) Classification. Class II (performance standards).
§ 868.1075 Argon gas analyzer.(a) Identification. An argon gas analyzer is a device intended to measure the concentration of argon in a gas mixture to aid in determining the patient’s ventilatory status. The device may use techniques such as mass spectrometry or thermal conductivity.(b) Classification. Class II (performance standards).
§ 868.1100 Arterial blood sampling kit.(a) Identification. An arterial blood sampling kit is a device, in kit form, used to obtain arterial blood samples from a patient for blood gas determinations. The kit may include a syringe, needle, cork, and heparin.(b) Classification. Class II (performance standards).
§ 868.1120 Indwelling blood 
oxyhemoglobin concentration analyzer.(a) Identification. An indwelling blood oxyhemoglobin concentration analyzer is a photoelectric device used to measure, in vivo, the oxygen-carrying capacity of hemoglobin in blood to aid
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§ 868.1150 Indwelling blood carbon 
dioxide partial pressure (Pet#) analyzer.(a) Identification. An indwelling blood carbon dioxide partial pressure PCo2 analyzer is a device that consists of a catheter-tip Pco2 transducer Je.g., Pco2 electrode) and that is used to measure, in vivo, the partial pressure of carbon dioxide in blood to aid in determining the patient’s circulatory, ventilatory, and metabolic status.(b) Classification. Class IIP (premarket approval).
§ 868.1170 Indwelling blood hydrogen ion 
concentration (pH) analyzer.(a) Identification. An indwelling blood hydrogen ion concentration (pH) analyzer is a device that consists of a catheter-tip pH electrode and that is used to measure, in vivo, the hydrogen ion concentration (pH) in blood to aid in determining the patient’s acid-base balance.(b) Classification. Class III (premarket approval).
§ 868.1200 Indwelling blood oxygen partial 
pressure P02 analyzer.(a) Identification. An indwelling blood oxygen partial pressure (P02) analyzer is a device that consists of a catheter-tip P02 transducer (e.g., Poa electrode) and that is used to measure, in vivo, the partial pressure of oxygen in blood to aid in determining the patient’s circulatory, ventilatory, and metabolic status.(b) Classification. Class III (premarket approval).
§ 868.1400 Carbon dioxide gas analyzer.(a) Identification. A  carbon dioxide gas analyzer is a device intended to measure the concentration of carbon dioxide in a gas mixture to aid in determining the patient’s ventilatory, circulatory, and metabolic status. The device may use techniques such as chemical titration, absorption of infrared radiation, gas chromatography, or mass spectrometry.(b) Classification- Class II (performance standards).
§ 868.1430 Carbon monoxide gas 
analyzer.(a) Identification. A  carbon monoxide gas analyzer is a device intended to measure the concentration of carbon monoxide in a gas mixture to aid in determining the patient’s ventilatory status. The device may use techniques such as infrared absorption or gas chromatography.

(b) Classification. Class II (performance standards).
§ 868.1500 Enflurane gas analyzer.(a) Identification. An enflurane gas analyzer is a device intended to measure the concentration of enflurane anesthetic in a gas mixture.(b) Classification. Class II (performance standards).
§ 868.1575 Gas collection vessel.(a) Identification. A  gas collection vessel is a container-like device intended to collect a patient’s exhaled gases for subsequent analysis. It does not include a sampling pump.(b) Classification. Class II (performance standards).
§ 868.1620 Haiothane gas analyzer.(a) Identification. A  haiothane gas analyzer is a device intended to measure the concentration of haiothane anesthetic in a gas mixture. The device may use techniques such as mass spectrometry or absorption of infrared or ultraviolet radiation.(b) Classification. Class II (performance standards).
§ 868.1640 Helium gas analyzer.(a) Identification. A  helium gas analyzer is a device intended to measure the concentration of helium in a gas mixture during pulmonary function testing. The device may use techniques such as thermal conductivity, gas chromatography, or mass spectrometry.(b) Classification. Class II (performance standards).
§ 868.1670 Neon gas analyzer.(a) Identification. A  neon gas analyzer is a device intended to measure the concentration of neon in a gas mixture exhaled by a patient. The device may use techniques such as mass spectrometry or thermal conductivity.(b) Classification. Class II (performance standards).
§ 868.1690 Nitrogen gas analyzer.(a) Identification. A  nitrogen gas analyzer is a device intended to measure the concentration of nitrogen in respiratory gases to aid in determining a patient’s ventilatory status. The device may use techniques such as gas chromatography or mass spectrometry.(b) Classification. Class II (performance standards).
§ 868.1700 Nitrous oxide gas analyzer.(a) Identification. A  nitrous oxide gas analyzer is a device intended to measure the concentration of nitrous oxide anesthetic in a gas mixture. The device may use techniques such as

infrared absorption or mass spectrometry.(b) Classification. Class II (performance standards).
§ 868.1720 Oxygen gas analyzer.(a) Identification. An oxygen gas analyzer is a device intended to measure the concentration of oxygen in respiratory gases by techniques such as mass spectrometry, polarography, thermal conductivity, or gas chromatography. This generic type of device also includes paramagnetic analyzers.(b) Classification. Class II (performance standards).
§ 868.1730 Oxygen uptake computer.(a) Identification. An oxygen uptake computer is a device intended to compute the amount of oxygen consumed by a patient and may include components for determining expired gas volume and composition.(b) Classification. Class II (performance standards).
§ 868.1750 Pressure plethysmograph.(a) Identification. A  pressure plethysmograph is a device used to determine a patient’s airway resistance and lung volumes by measuring pressure changes while the patient is In an airtight box.(b) Classification. Class II (performance standards).
§ 868.1760 Volume plethysmograph.(a) Identification. A  volume plethysmograph is an airtight box, in which a patient sits, that is used to determine the patient’s lung volume changes.(b) Classification. Class II (performance standards).
§ 868.1780 Inspiratory airway pressure 
meter.(a) Identification. An inspiratory airway pressure meter is a device used to measure the amount of pressure produced in a patient’s airway during maximal inspiration.(b) Classification. Class II (performance standards).
§ 868.1800 Rhinoanemometer.(a) Identification. A  rhinoanemometer is a device used to quantify the amount of nasal congestion by measuring the airflow through, and differential pressure across, a patient’s nasal passages.(b) Classification. Class II (performance standards).
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§ 868.1840 Diagnostic spirometer.(a) Identification. A  diagnostic spirometer is a device used in pulmonary function testing to measure the volume of gas moving in or out of a patient’s lungs.(b) Classification. Class II (performance standards).
§ 868.1850 Monitoring spirometer.(a) Identification. A  monitoring spirometer is a device used to measure continuously a patient’s tidal volume (volume of gas inhaled by the patient during each respiration cycle) or minute volume (the tidal volume multiplied by the rate of respiration for 1 minute) for the evaluation of the patient’s ventilatory status.(b) Classification. Class II (performance standards).
§ 868.1860 Peak-flow meter for 
spirometry.(a) Identification. A  peak-flow meter for spirometry is a device used to measure a patient’s maximum ventilatory flow rate.(b) Classification. Class II (performance standards).
§ 868.1870 Gas volume calibrator.(a) Identification. A  gas volume calibrator is a device that is intended for medical purposes and that is used to calibrate the output of gas volume measurement instruments by deliveringa known gas volume.(b) Classification. Class II (performance standards).
§ 868.1880 Pulmonary-function data 
calculator.(a) Identification . A  pulmonary- function data calculator is a device used to calculate pulmonary-function values based on actual physical data obtained during pulmonary-function testing.(b) Classification. Class II (performance standards).
§868.1890 Predictive pulmonary-function 
value calculator.(a) Identification. A  predictive Pulmonary-function value calculator is a device used to calculate normal pulmonary-function values based on empirical equations.(b) Classification. Class II (performance standards).
§ 868.1900 Diagnostic pulmonary-function 
interpretation calculator.(a) Identification. A  diagnostic Pulmonary-function interpretation calculator is a device that interprets pulmonary study data to determine c ini cal significance of pulmonary- innction values.

(b) Classification. Class II (performance standards).
§ 868.1910 Esophageal stethoscope.(a) Identification. An esophageal stethoscope is a nonpowered device that is inserted into a patient’s esophagus to enable the user to listen to heart and breath sounds.(b) Classification. Class I (general controls).
§ 868.1920 Esophageal stethoscope with 
electrical conductors.(a) Identification. An esophageal stethoscope with electrical conductors is a device that is inserted into the esophagus to listen to a patient’s heart and breath sounds and to monitor electrophysiological signals. The device may also incorporate a thermistor for temperature measurement.(b) Classification. Class II (performance standards).
§ 868.1930 Stethoscope head.(a) Identification. A  stethoscope head is a weighted chest piece used during anesthesia to listen to a patient’s heart, breath, and other physiological sounds.(b) Classification. Class I (general controls).
§ 868.1965 Switching valve (ploss).(a) Identification. A  switching valve (ploss) is a three-way valve located between a stethoscope placed over the heart, a blood pressure cuff, and an earpiece. The valve allows the user to eliminate one sound channel and listen only to a patient’s heart or korotkoff (blood pressure) sounds through the other'channel.(b) Classification. Class I (general controls). The device is exempt from the good manufacturing practice regulation in Part 820, with the exception of§ 820.180, with respect to general requirements concerning records, and § 820.198, with respect to complaint files.
§ 868.1975 Water vapor analyzer.(a) Identification. A  water vapor analyzer is a device intended to measure the concentration of water vapor in a patient’s expired gases by using techniques such as mass spectiometry.(b) Classification. Class II (performance standards).
Subpart C— Monitoring Devices

§ 868.2025 Ultrasonic air embolism 
monitor.(a) Identification. An ultrasonic air embolism monitor is a device used to detect air bubbles in a patient’s blood

/ Rules and Regulationsstream. It may use Doppler or other ultrasonic principles.(b) Classification. Class II (performance standards).
§ 868.2300 Bourdon gauge flowmeter.(a) Identification. A  bourdon gauge flowmeter is a device intended for medical purposes that is used in conjunction with respiratory equipment to sense gas pressure. The device is calibrated to indicate gas flow rate when the outflow is open to the atmosphere.(b) Classification. Class II (performance standards).
§ 868.2320 Uncompensated thorpe tube 
flowmeter.(a) Identification. An uncompensated thorpe tube flowmeter is a device intended for medical purposes that is used to indicate and control gas flow rate accurately. The device includes a vertically mounted tube and is calibrated when the outlet of the flowmeter is open to the atmosphere.(b) Classification. Class II (performance standards).
§ 868.2340 Compensated thorpe tube 
flowmeter.(a) Identification. A  compensated thorpe tube flowmeter is a device intended for medical purposes that is used to control and measure gas flow rate accurately. The device includes a vertically mounted tube, with the outlet of the flowmeter calibrated to a reference pressure.(b) Classification. Class II (performance standards).
§ 868.2350 Gas calibration flowmeter.(a) Identification. A  gas calibration flowmeter is a device intended for medical purposes that is used to calibrate flowmeters and accurately measure gas flow.(b) Classification. Class II (performance standards).
§ 868.2375 Breathing frequency monitor.(a) Identification. A  breathing (ventilatory) frequency monitor is a device intended to measure or monitor a patient’s respiratory rate. The device may provide an audible or visible alarm when the respiratory rate is outside predetermined limits.(b) Classification. Class II (performance standards).
§ 868.2450 Lung water monitor.(a) Identification. A  lung water monitor is a device used to monitor the trend of fluid volume changes in a patient’s lung by measuring changes in thoracic electrical impedance
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(resistance to alternating current) by means of electrodes placed on the patient’s chest.(b) Classification. Class III (premarket approval).
§ 868.2500 Cutaneous oxygen monitor.(a) Cutaneous oxygen monitor for an 
infant patient who is not under gas 
anesthesia—(1) Identification. A  cutaneous oxygen monitor for an infant patient who is not under gas anesthesia is a device that uses a noninvasive sensor (e.g., a Clark-type polarographic electrode) placed on the patient’s skin and that is intended to monitor relative changes in the cutaneous oxygen tension in an infant patient who is not under gas anesthesia.(2) Classification. Class II (performance standards).(b) Cutaneous oxygen monitor fo r a ll 
other uses—(1) Identification. A  cutaneous oxygen monitor for all other uses is a device that uses a noninvasive sensor (e.g., a Clark-type polarographic electrode) placed on the patient’s skin and that is intended to monitor relative changes in the cutaneous oxygen tension in a noninfant patient or in any patient, including an infant, who is under gas anesthesia.(2) Classification. Class III (premarket approval).
§868.2550 Pneumotachometer.(a) Identification. Apneumotachometer is a device intended for medical purposes that is used to determine gas flow by measuring the pressure differential across a known resistance. The device may use a set of capillaries or a metal screen for the resistive element.(b) Classification. Class II (performance standards).
§ 868.2600 Airway pressure monitor.(a) Identification. An airway pressure monitor is a device used to measure the pressure in a patient’s upper airway. The device may include a pressure gauge and an alarm.(b) Classification. Class II (performance standards).
§ 868.2610 Gas pressure gauge.(a) Identification. A  gas pressure gauge (e.g., bourdon tube pressure gauge) is a device intended for medical purposes that is used to measure gas pressure in a medical gas delivery system.(b) Classification. Class II (performance standards).
§ 868.2620 Gas pressure calibrator.(a) Identification. A  gas pressure calibrator is a device intended for medical purposes that is used to

calibrate pressure-measuring instruments by generating a known gas pressure.(b) Classification. Class II (performance standards).
§ 868.2700 Pressure regulator.(a) Identification. A  pressure regulator is a device, often called a pressure- reducing valve, that is intended for medical purposes and that is used to convert a medical gas pressure from a high variable pressure to a lower, more constant working pressure. This device includes mechanical oxygen regulators.(b) Classification. Class II (performance standards).
§ 868.2775 Electrical peripheral nerve 
stimulator.(a) Identification. An electrical •peripheral nerve stimulator (neuromuscular blockade monitor) is a device used to apply an electrical current to a patient to test the level of pharmacological effect of anesthetic drugs and gases.(b) Classification. Class II (performance standards).
§ 868.2875 Differential pressure 
transducer.(a) Identification. A  differential pressure transducer is a two-chambered device intended for medical purposes that is often used during pulmonary function testing. It generates an electrical signal for subsequent display or processing that is proportional to the difference in gas pressures in the two chambers.(b) Classification. Class II (performance standards).
§ 868.2885 Gas fiow transducer.(a) Identification. A  gas flow transducer is a device intended for medical purposes that is used to convert gas flow rate into an electrical signal for subsequent display or processing.(b) Classification. Class II (performance standards).
§ 868.2900 Gas pressure transducer.(a) Identification. A  gas pressure transducer is a device intended for medical purposes that is used to convert gas pressure into an electrical signal for -subsequent display or processing.(b) Classification. Class II (performance standards).
Subparts D-E— [Reserved]

Subpart F— Therapeutic Devices

§ 868.5090 Emergency airway needle.(a) Identification. An emergency airway needle is a device intended to puncture a patient’s cricothyroid

m.embrane to provide an emergency airway during upper airway obstruction.(b) Classification. Class II (performance standards).
§868.5100 Nasopharyngeal airway.(a) Identification. A  nasopharyngeal airway is a device used to aid breathing by means of a tube inserted into a patient’s pharynx through the nose to provide a patent airway.(b) Classification. Class II (performance standards).
§ 868.5110 Oropharyngeal airway.(a) Identification. An oropharyngeal airway is a device inserted into a patient’s pharynx through the mouth to provide a patent airway.(b) Classification. Class II (performance standards).
§ 868.5120 Anesthesia conduction 
catheter.(a) Identification. An anesthesia conduction catheter is a flexible tubular device used to inject local anesthetics into a patient and to provide continuous regional anesthesia.(b) Classification .  Class II (performance standards).
§ 868.5130 Anesthesia conduction filter.(a) Identification. An anesthesia conduction filter is a microporous filter used while administering to a patient injections of local anesthetics to minimize particulate (foreign material) contamination of the injected fluid.(b) Classification. Class II (performance standards).
§ 868.5140 Anesthesia conduction kit.(a) Identification. An anesthesia conduction kit is a device used to administer to a patient conduction, regional, or local anesthesia. The device may contain syringes, needles, and drugs.(b) Classification. Class II (performance standards).
§ 868.5150 Anesthesia conduction needle.(a) Identification. An anesthesia conduction needle is a device used to inject local anesthetics into a patient to provide regional anesthesia.(b) Classification. Class II (performance standards).
§ 868.5160 Gas machine for anesthesia or 
analgesia.(a) Gas m achine for anesthesia—(1) 
Identification. A  gas machine for anesthesia is a device used to administer to a patient, continuously or intermittently, a general inhalation anesthetic and to maintain a patient s ventilation. The device may include a
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Identification. A  gas machine for analgesia is a device used to administer to a patient an analgesic agent, such as a nitrous oxide-oxygen mixture (maximum concentration of 70 percent nitrous oxide).(2) Classification. Class. II (performance standards).
§ 868.5170 Laryngotracheal topical 
anesthesia applicator.(a) Identification. A  laryngotracheal topical anesthesia applicator is a device used to apply topical anesthetics to a patient’s laryngotracheal area.(b) Classification. Class II (performance standards).
§ 868.5180 Rocking bed.(a) Identification. A  rocking bed is a device intended for temporary use to . help patient ventilation (breathing) by repeatedly tilting the patient, thereby using the weight of the abdominal contents to move the diaphragm.(b) Classification. Class II (performance standards).
§868.5220 Blow bottle.(a) Identification. A  blow bottle is a device that is intended for medical purposes to induce a forced expiration from a patient. The patient blows into the device to move a column of water from one bottle to another.(b) Classification. Class I (general controls). If the device is not labeled or otherwise represented as sterile, it is exempt from the good manufacturing practice regulation in Part 820, with the exception of § 820.180, with respect to general requirements concerning records, and § 820.198, with respect to complaint files.
§ 868.5240 Anesthesia breathing circuit.(a) Identification. An anesthesia breathing circuit is a device that is intended to administer medical gases to a patient during anesthesia. It provides both an inhalation and exhalation route and may include a connector, adaptor, and Y-piece.(b) Classification. Class II (performance standards).
§ 868.5250 Breathing circuit circulator.(a) Identification. A  breathing circuit circulator is a turbine device that is attached to a closed breathing circuit and that is intended to circulate anesthetic gases continuously by maintaining the unidirectional valves in an open position and reducing

mechanical dead space and resistance . in the breathing circuit.(b) Classification. Class II (performance standards).
§ 868.5260 Breathing circuit bacterial 
filter.(a) Identification. A  breathing circuit bacterial filter is a device that is intended to remove microbiological and particulate matter from the gases in the breathing circuit.(b) Classification. Class II (performance standards).
§ 868.5270 Breathing system heater.(a) Identification. A  breathing system heater is a device that is intended to warm breathing gases before they enter a patient’s airway. The device may include a temperature controller.(b) Classification. Class II (performance standards).
§ 868.5280 Breathing tube support.(a) Identification. A  breathing tube support is a device that is intended to support and anchor a patient’s breathing tube(s).(b) Classification. Class I (general controls).
§ 868.5300 Carbon dioxide absorbent(a) Identification. A  carbon dioxide absorbent is a device intended for medical purposes that consists of an absorbent material (e.g., soda lime) that is intended to remove carbon dioxide from the gases in the breathing circuit.(b) Classification. Class II (performance standards).
§ 868.5310 Carbon dioxide absorber.(a) Identification. A  carbon dioxide absorber is a device that is intended for medical purposes and that is used in a breathing circuit as a container for carbon dioxide absorbent. It may include a canister and water drain.(b) Classification. Class II (performance standards).
§ 868.5320 Reservoir bag.(a) Identification. A  reservoir bag is a device, usually made of conductive rubber, intended for use in a breathing circuit as a reservoir for breathing gas and to assist, control, or monitor a patient’s ventilation.(b) Classification. Class II (performance standards).
§ 868.5330 Breathing gas mixer.(a) Identification. A  breathing gas mixer is a device intended for use in conjunction with a respiratory^support apparatus to control the mixing of gases that are to be breathed by a patient.(b) Classification. Class II (performance standards).

§ 868.5340 Nasal oxygen cannula.(a) Identification. A  nasal oxygen cannula is a two-pronged device used to administer oxygen to a patient through both nostrils.(b) Classification. Class I (general controls).
§ 868.5350 Nasal oxygen catheter.(a) Identification. A  nasal oxygen catheter is a device intended to be inserted through a patient’s nostril to administer oxygen.(b) Classification. Class I (general controls).
§ 868.5365 Posture chair for cardiac or 
pulmonary treatment.(a) Identification. A  posture chair for cardiac or pulmonary treatment is a device intended to assist in the rehabilitation and mobilization of patients with chronic heart or lung disease.(b) Classification. Class I (general controls).
§ 868.5375 Heat and moisture condenser 
(artificial nose).(a) Identification. A  heat and moisture condenser (artificial nose) is a device intended to be positioned over a tracheotomy (a surgically created opening in the throat) or tracheal tube (a tube inserted into the trachea) to warm and humidify gases breathed in by a patient.(b) Classification. Class II (performance standards).
§ 868.5400 Electroanesthesia apparatus.(a) Identification. An electroanesthesia apparatus is a device used for the induction and maintenance of anesthesia during surgical procedures by means of an alternating or pulsed electric current that is passed through electrodes fixed to a patient’s head.(b) Classification. Class III (premarket approval).
§ 868.5420 Ether hook.(a) Identification. An ether hook is a device that fits inside a patient’s mouth and that is intended to deliver vaporized ether.(b) Classification. Class I (general controls). If the device is not labeled or otherwise represented as. sterile, it is exempt from the good manufacturing practice regulation in Part 820, with the exception of § 820.180, with respect to general requirements concerning records, and § 820.198, with respect to complaint files.
§ 868.5430 Gas-scavenging apparatus.(a) Identification. A  gas-scavenging apparatus is a device intended to collect
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excess anesthetic, analgesic, or trace gases or vapors from a patient’s breathing system, ventilator, or extracorporeal pump-oxygenator, and to conduct these gases out of the area by means of an exhaust system.(b) Classification. Class II (performance standards).
§ 868.5440 Portable oxygen generator.(a) Identification. A  portable oxygen generator is a device that is intended to release oxygen for respiratory therapy by means of either a chemical reaction or physical means (e.g., a molecular sieve).(b) Classification. Class II (performance standards).
§ 868.5450 Respiratory gas humidifier.(a) Identification. A  respiratory gas humidifier is a device that is intended to add moisture to, and sometimes to warm, the breathing gases for administration to a patient. Cascade, gas, heated, and prefilled humidifiers are included in this generic type of device.(b) Classification. Class II (performance standards).
§ 868.5460 Therapeutic humidifier for 
home use.(a) Identification. A  therapeutic humidifier for home use is a device that adds water vapor jto breathing gases and that is intended for respiratory therapy or other medical purposes. The vapor produced by the device pervades the area surrounding the patient, who breaths the vapor during normal'respiration.(b) Classification. Class II (performance standards).
§ 868.5470 Hyperbaric chamber.(a) Identification. A  hyperbaric chamber is a device that is intended to increase the environmental oxygen pressure to promote the movement of oxygen from the environment to a patient’s tissue by means of pressurization that is greater than atmospheric pressure. This device does not include topical oxygen chambers for extremities (§ 878.5650).(b) Classification. Class II (performance standards).
§ 868.5570 Nonrebreathing mask.(a) Identification. A  nonrebreathing mask is a device fitting over a patient’s face to administer oxygen. It utilizes one-way valves to prevent the patient from rebreathing previously exhaled gases.(b) Classification. Class II (performance standards).

§ 868.5580 Oxygen mask.(a) Identification. An oxygen mask is a device placed over a patient’s nose, mouth, or tracheostomy to administer oxygen or aerosols.(b) Classification. Class II (performance standards).
§ 868.5590 Scavenging made.(a) Identification. A  scavenging mask is a device positioned over a patient’s nose to deliver anesthetic or analgesic . gases to the upper airway and to remove excess and exhaled gas. It is usually used during dentistry.(b) Classification. Class II (performance standards).
§ 868.5600 Venturi mask.(a) Identification. A  venturi mask is a device containing an air-oxygen mixing mechanism that dilutes 100 percent oxygen to a predetermined concentration and delivers the mixed gases to a patient.(b) Classification. Class II (performance standards).
§ 868.5610 Membrane lung for long-term 
pulmonary support(a) Identification. A  membrane lung for long-term pulmonary support is a device used to provide to a patient extracorporeal blood oxygenation for longer than 24Jiours.(b) Classification. Class III {premarket approval).
§ 868.5620 Breathing mouthpiece.(a) Identification. A  breathing mouthpiece is a rigid device that is inserted into a patient’s mouth and that connects with diagnostic or therapeutic respiratory devices.(b) Classification. Class I (general controls).
§ 868.5630 Nebulizer.(a) Identification. A  nebulizer is a device intended to spray liquids in aerosol form into gases that are delivered directly to the patient for breathing. Heated, ultrasonic, gas, venturi, and refillable nebulizers are included in this generic type of device.(b) Classification. Class II (performance standards).
§ 868.5640 Medicinal nonventiiatory 
nebulizer (atomizer).(a) Identification. A  medicinal nonventiiatory nebulizer (atomizer) is a device thdt is intended to spray liquid medication in aerosol form into the air that a patient will breathe.(b) Classification. Class I (general controls).

§ 868.5650 Esophageal obturator.(a) Identification. An esophageal obturator is a device inserted through a patient’s mouth to aid ventilation of the patient during emergency resuscitation by occluding (blocking) the esophagus, thereby permitting positive pressure ventilation through the trachea. The device consists of a closed-end semirigid esophageal tube that is attached to a face mask.(b) Classification. Class II (performance standards).
§ 868.5655 Portable liquid oxygen unit.(a) Identification. A  portable liquid oxygen unit is a portable, thermally insulated container of liquid oxygen that is intended to supplement gases to be inhaled by a patient, is sometimes accompanied by tubing and an oxygen mask. An empty portable liquid oxygen unit is a device, while the oxygen contained therein is a drug.(b) Classification. Class II (performance standards).
§ 868.5665 Powered percussor.'(a) Identification. A  powered percussor is a device that is intended to transmit vibration through a patient’s chest wall to aid in freeing mucus deposits in the lung in order to improve bronchial drainage and that may be powered by electricity or compressed gas.(b) Classification. Class II (performance standards).
§ 868.5675 Rebreathing device.(a) Identification. A  rebreathing device is a device that enables a patient to rebreathe exhaled gases. It may be used in conjunction with pulmonary function testing or for increasing minute ventilation.(b) Classification. Class I (general controls). If the device is not labeled or otherwise represented as sterile, it is exempt from the good manufacturing practice regulation in Part 820, with the exception of § 820.180, with respect to general requirements concerning records, and § 820.198, with respect to complaint files.
§ 868.5690 Incentive spirometer.(a) Identification. An incentive spirometer is a device that indicates a patient’s breathing volume or flow and that provides an incentive to the patient to improve his or her ventilation.(b) Classification. Class II (performance standards). *
§ 868.5700 Nonpowered oxygen tent(a) Identification. A  nonpowered oxygen tent is a device that encloses a patient’s head and upper body to
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contain oxygen delivered to the patient 
for breathing. This generic type o f  
device includes infant oxygen hoods.

(b) Classification. C la ss  I (general 
controls).

§ 868.5710 Electrically powered oxygen 
tent.

(a) Identification. A n  electrically  
powered oxygen tent is a device that 
encloses a patient’s head and, b y means 
of an electrically powered unit, 
administers breathing oxygen and  
controls the temperature and humidity  
of the breathing gases. This generic type  
device includes the pediatric aerosol 
tent.

(b) Classification. C la ss  II 
(performance standards).

§ 868.5720 Bronchial tube.
(a) Identification. A  bronchial tube is 

a device used to differentially intubate a 
patient’s bronchus (one o f the two main  
branches o f the trachea leading directly  
to the lung) in order to isolate a portion  
of lung distal to the tube.

(b) Classification. C la ss  II 
(performance standards).

§ 868.5730 Tracheal tube.
(a) Identification. A  tracheal tube is a 

device inserted into a patient’s trachea  
via the nose or mouth and used to 
maintain an open airw ay.

(b) Classification. C la ss  II 
(performance standards).

§ 868.5740 Tracheal/bronchial differential 
ventilation tube.

(a) Identification. A  tracheal/  
bronchial differential ventilation tube is 
a device used to isolate the left or the 
right lung o f a patient for anesthesia or 
pulmonary function testings

(b) Classification. C la ss  II 
(performance standards).

§ 868.5750 Inflatable tracheal tube cuff.
(a) Identification. A n  inflatable  

tracheal tube cu ff is a device used to 
provide an airtight seal betw een a 
tracheal tube and a patient’s trachea.

(b) Classification. C la ss II 
(performance standards).

§ 868.5760 Cuff spreader.
(a) Identification. A  cu ff spreader is a  

device used to install tracheal tube cuffs  
on tracheal or tracheostom y tubes.

(b) Classification. C la ss I (general 
controls). I f  the device is not labeled or 
otherwise represented as sterile, it is 
exempt from the good m anufacturing 
practice regulation in Part 820 w ith die 
exception o f § 820.180, w ith respect to 
general requirements concerning  
records, and § 820.198, w ith respect to 
complaint files.

§ 868.5770 Tracheal tube fixation device.

(a) Identification. A  tracheal tube 
fixation device is a device used to hold  
a tracheal tube in place, usually b y  
m eans o f straps or pinch rings.

(b) Classification. C la ss  II 
(performance standards).

§ 868.5780 Tube introduction forceps.

(a) Identification. Tube introduction  
forceps (e.g., M agill forceps) are a right- 
angled device used to grasp a tracheal 
tube and place it in a patient’s trachea.

(b) Classification. C la ss  II 
(performance standards).

§ 868.5790 . Tracheal tube stylet.

(a) Identification. A  tracheal tube 
stylet is a device used temporarily to 
make rigid a flexible tracheal tube to aid  
its insertion into a patient.

(b) Classification. C la ss  II 
(performance standards).

§ 868.5810 Airway connector.

(a) Identification. A n  airw ay  
connector is a device intended to 
connect a breathing gas source to a 
tracheal tube, tracheostom y tube, or 
m ask.

(b) Classification. C la ss  II 
(performance standards).

§ 868.5820 Dental protector.

(a) Identification. A  dental protector 
is a device intended to protect a 
patient’s teeth during m anipulative  
procedures w ithin a patient’s oral 
cavity.

(b) Classification. C la ss  II 
(performance standards).

§ 868.5830 Autotransfusion apparatus.

(a) Identification. A n  autotransfusion  
apparatus is a device used to collect and  
reinfuse the blood lost b y a patient due 
to surgery or trauma.

(b) Classification. C la ss  II 
(performance standards).

§ 868.5860 Pressure tubing and 
accessories.

(a) Identification. Pressure tubing and  
accessories are flexible or rigid devices  
intended to deliver pressurized m edical 
gases.

(b) Classification. C la ss  II 
(performance standards).

§ 868.5870 Nonrebreathing valve.

(a) Identification. A  nonrebreathing 
valve is a one-w ay valve that directs 
breathing gas flo w  to the patient and  
vents exhaled gases into the 
atmosphere.

(b) Classification. C la ss II 
(performance standards).

§ 868.5880 Anesthetic vaporizer.
(a) Identification. A n  anesthetic 

vaporizer is a device used to vaporize  
liquid anesthetic and deliver a  
controlled amount o f the vapor to the 
patient.

(b) Classification. C la ss  II 
(performance standards).

§ 868.5895 Continuous ventilator.
(a) Identification. A  continuous 

ventilator (respirator) is a device  
intended to m echanically control or 
assist patient breathing b y  delivering a 
predetermined percentage o f oxygen in 
the breathing gas. A d ult, pediatric, and  
neonatal ventilators are included in this 
generic type o f device.

(b) Classification. C la ss II 
(performance standards).

§ 868.5905 Noncontinuous ventilator 
(IPPB).

(a) Identification. A  noncontinuous 
ventilator (intermittent positive pressure 
breathing-IPPB) is a device intended to 
deliver intermittently an aerosol to a 
patient’s lungs or to assist a patient’s 
breathing.

(b) Classification. C la ss II 
(performance standards).

§ 868.5915 Manual emergency ventilator.
(a) Identification. A  m anual 

emergency ventilator is a device, usually  
incorporating a b ag and valve, intended  
to provide emergency respiratory 
support b y m eans o f a face m ask or a 
tube inserted into a patient’s airw ay.

(b) Classification. C la ss II 
(performance standards).

§ 868.5925 Powered emergency ventilator.
(a) Identification. A  powered  

em ergency ventilator is a dem and valve  
or inhalator intended to provide 
emergency respiratory support b y m eans 
o f a face m ask or a tube inserted into a 
patient’s airw ay.

(b) Classification. C la ss II 
(performance standards).

§ 868.5935 External negative pressure 
ventilator.

(a) Identification. A n  external 
negative pressure ventilator (e.g., iron 
lung, cuirass) is a device cham ber that is 
intended to support a patient’s 
ventilation b y alternately applying and  
releasing external negative pressure 
over the diaphragm and upper trunk o f  
the patient.

(b) Classification. C la ss  II 
(performance standards).

§ 868.5955 Intermittent mandatory 
ventilation attachment

(a) Identification. A n  intermittent 
m andatory ventilation (IM V) attachment



31150 Federal Register / V oL 47, N o. 137 / Friday, July 16, 1982 / Rules and Regulations
is a device attached to a m echanical 
ventilator that allow s spontaneous 
breathing b y a patient w hile providing 
m echanical ventilation at a preset rate.

(b) Classification. C la ss  II 
(performance standards).

§ 868.5965 Positive end expiratory 
pressure breathing attachment

(a) Identification. A  positive end  
expiratory pressure (PEEP) breathing 
attachm ent is a device attached to a  
ventilator that is used to elevate  
pressure in a patient’s lungs above  
atmospheric pressure at the end o f  
exhalation.

(b) Classification. C la ss  II 
(performance standards).

§ 868.5975 Ventilator tubing.
(a) Identification. Ventilator tubing is 

a device intended for use as a conduit 
for gases betw een a ventilator and a 
patient during ventilation o f the patient.

(b) Classification. C la ss  II 
(performance standards).

§ 868.5995 Tee drain (water trap).
(a) Identification. A  tee drain (water 

trap) is a device intended to trap and  
drain w ater that collects in ventilator  
tubing during respiratory therapy, 
thereby preventing an increase in 
breathing resistance.

(b) Classification. C la ss  II 
(perfomance standards).

Subpart G— Miscellaneous

§ 868.6100 Anesthetic cabinet, table, or 
tray.

(a) Identification. A n  anesthetic 
cabinet, table, or tray is a device  
intended to store anesthetic equipment 
and drugs. T h e device is usually  
constructed to eliminate build-up o f  
static electrical charges.

(b) Classification. C la ss  I (general 
controls).

§ 868.6175 Cardiopulmonary emergency 
cart.

(a) Identification. A  cardiopulmonary  
em ergency cart is a device intended to 
store and transport resuscitation  
supplies for emergency treatment. The  
device does not include any equipment 
used in cardiopulmonary resuscitation.(b) Classification. Class I (general controls). The device is exempt from the good manufacturing practice regulation in Part 820, with the exception of§ 820.180, witfr respect to general requirements concerning records, and

§ 820.198, with respect to complaint files. 1|
§868.6225 Nose clip.(a) Identification. A  nose clip is a device intended to close a patient’s external nares (nostrils) during diagnostic or therapeutic procedures.(b) Classification. Class I (general controls). The device is exempt from the good manufacturing practice regulation in Part 820 with the exception of§ 820.180, with respect to general requirements concerning records, and § 820.198, with respect to complaint files.
§ 868.6250 Portable air compressor.(a) Identification. A  portable air compressor is a device intended to provide compressed air for medical purposes, e.g., to drive ventilators and other respiratory devices.

(b) Classification. C la ss  II 
(performance standards).

§ 868.6400 Calibration gas.(a) Identification. A  calibration gas is a device consisting of a container of gas of known concentration intended to calibrate medical gas concentration measurement devices.
(b) Classification. C la s s  II 

(performance standards).

§ 868.6700 Anesthesia stool.
(a) Identification. A n  anesthesia stool 

is a device intended for use as a stool 
for the anesthesiologist in the operating 
room.(b) Classification. Class I (general controls). ^
§ 868.6810 Tracheobronchial suction 
catheter.

(a) Identification. A  tracheobronchial 
suction catheter is a device used to 
aspirate liquids or sem isolids from a 
patient’ s upper airw ay.(b) Classification. Class I (general controls).
§ 868.6820 Patient position support.(a) Identification. A  patient position support is a device intended to maintain the position of an anesthetized patient during surgery.

(b) Classification. C la ss II (performance standards).
§ 868.6885 Medical gas yoke assembly.(a) Identification. A  medical gas yoke assembly is a device intended to connect medical gas cylinders to regulators or needle valves to supply

gases for anesthesia or respiratory therapy. The device may include a particulate filter.(b) Classification. Class II (performance standards).The Food and Drug Administration has carefully analyzed the economic effects of this final rule in accordance with section 3(g)(1) of Executive Order 12291, and it has been determined that the final rule does not constitute a major rule as defined in section 1(b) of the Executive Order. Rules classifying devices into class I generally maintain the status quo: These devices are now subject to only the general controls provisions of the Federal Food, Drug, and Cosmetic Act (21 U .S.C. 351, 352,360, 360f, 360h, 360i, and 360j) and under the final rule, would remain subject only to such controls either in their entirety or with certain exemptions. Devices classified into class II would also remain subject only to the general controls provisions of the act unless and until an applicable performance standard were established. Similarly, devices classified into class III remain subject only to the general controls provisions of the act until an additional regulation is promulgated pursuant to section 515(b) of the act (21 U .S.C. 360e(b)) requiring that such devices have in effect approved applications for premarket approval. In accordance with section 501(f)(2)(B) of the act (21 U.S.C. 351(f)(2)(B)), devices classified by regulation into class III may remain in commercial distribution without an approved premarket approval application for 30 months following the effective date of classification of the device into class IB, or for 90 days following the promulgation of a regulation under section 515(b) of the act (21 U.S.C. 360e(b)), whichever occurs later. In sum, device classification rules are not major rules. The requirement for a regulatory flexibility analysis under the Regulatory Flexibility Act does not apply to this final rule because the proposed rules on which it is based were issued prior to January 1,1981, and are therefore exempt.
Effective date. This regulation is effective August 16,1982.

(Secs. 513, 701(a), 52 Stat. 1055, 90 Stat. 540- 
546 (21 U .S .C . 360c, 371(a)))

Dated: Ju n e  24,1982.
Mark Novitch,
A cting Com m issioner o f Food and Drugs.
FR Doc. 82-18941 Filed 7-15-8% 8:45 am]
BILLING CODE 4160-01-M
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DEPARTMENT OF LABOR

Employment Standards 
Administration, Wage and Hour 
Division

Minimum Wages for Federal and 
Federally Assisted Construction; 
General Wage Determination 
DecisionsGeneral wage determination decisions of the Secretary of Labor specify, in accordance with applicable law and on the basis of information available to the Department of Labor from its study of local wage conditions and from other sources, the basic hourly wage rates and fringe benefit payments which are determined to be prevailing for the described classes of laborers and mechanics employed on construction projects of the character and in the localities specified therein.The determinations in these decisions of such prevailing rates and fringe benefits have been made by authority of the Secretary of Labor pursuant to the provisions of the Davis-Bacon Act of March 3,1931, as amended (46 Stat.1494, as amended, 40 U .S.C. 276a) and of other Federal statutes referred to in 29 CFR 1.1 (including the statutes listed at 36 FR 306 following Secretary of Labor’s Order No. 24-70) containing provisions for the payment of wages which are dependent upon determination by the Secretary of Labor under the Davis- Bacon Act; and pursuant to the provisions of part 1 of subtitle A  of title 29 of Code of Federal Regulations, Procedure for Predetermination of Wage Rates (37 FR 21138) and of Secretary of Labor’s Orders 12-71 and 15-71 (36 FR 8755, 8756). The prevailing rates and fringe benefits determined in these decisions shall, in accordance with the provisions of the foregoing statutes, constitute the minimum wages payable on Federal and federally assisted construction projects to laborers and mechanics of the specified classes engaged on contract work of the character and in the localities described therein.Good cause is hereby found for not utilizing notice and public procedure thereon prior to the issuance of these determinations as prescribed in 5 U.S.C. 553 and not providing for delay in effective date as prescribed in that section, because the necessity to issue construction industry wage

determination frequently and in large volume causes procedures to be impractical and contrary to the public interest.General wage determination decisions are effective from their date of publication in the Federal Register without limitation as to time and are to be used in accordance with the provisions of 29 CFR Parts 1 and 5. Accordingly, the applicable decision , together with any modifications issued subsequent to its publication date shall ( be made a part of every contract for performance of the described work 
1 within the geographic area indicated as j required by an applicable Federal prevailing wage law and 29 CFR, Part 5. i The wage rates contained therein shall I be the minimum paid under such contract by contractors and subcontractors on the work.Modifications and Supersedeas Decisions to General Wage iDetermination DecisionsModifications and supersedeas decisions to general wage determination f decisions are based upon information obtained concerning changes in prevailing hourly wage rates and fringe | benefit payments since the decisions were issued.The determinations of prevailing rates and fringe benefits made in the modifications and supersedeas decisions have been made by authority of the Secretary of Labor pursuant to the provisions of the Davis-Bacon Act of March 3,1931, as amended (46 Stat.1494, as amended, 40 U .S.C, 276a) and of other Federal statutes referred to in 29 CFR 1.1 (including the statutes listed at 36 FR 306 following Secretary of Labor’s Order No. 24-70) containing provisions for the payment of wages which are dependent upon determination by the Secretary of Labor under the Davis- Bacon Act; and pursuant to the provisions of part 1 of subtitle A  of title 29 of Code of Federal Regulations, Procedure for Predetermination of Wage Rates (37 FR 21138) and of Secretary of Labor’s orders 13-71 and 15-71 (36 FR 8755, 8756). The prevailing rates and fringe benefits determined in foregoing general wage determination decisions, as hereby modified, and/or superseded shall, in accordance with the provisions of the foregoing statutes, constitute the minimum wages payable on Federal and federally assisted construction projects to laborers and mechanics of the specified classes engaged in contract

work of the character and in the localities described therein.Modifications and supersedeas decisions are effective from their date of publication in the Federal Register without limitation as to time and are to be used in accordance with the provisions of 29 CFR Parts 1 and 5.Any person, organization, or governmental agency having an interest in the wages determined as prevailing is encouraged to submit wage rate information for consideration by the Department. Further information and self-explanatory forms for the purpose of submitting this data may be obtained by writing to the U.S. Department of Labor, Employment Standards «Administration, Wage and Hour Division, Office of Government Contract Wage Standards, Division of Government Contract Wage Determinations, Washington, D.C. 20210. The cause for not utilizing the rulemaking procedures prescribed in 5 U .S.C. 553 has been set forth in the original General Determination Decision.Modifications to General Wage Determination DecisionsThe numbers of the decisions being modified and their dates of publication in the Federal Register are listed with each State.
District of Columbia: DC81-3030...............  June 5,1981.
Illinois: 1182-2033.................................,...  May 14, 1982.
Kentucky:

KY81-1281KY81-1282.......................  Aug. 28, 1981.
KY81-1283.... ................................... Sept. 4, 1981.

New York:
NY81-3003..... ..................................  Jan. 23, 1981.
NY80-3054......................................... Sept. 5, 1980.

Pennsylvania: PA82-3007.........................  Feb. 26,1981.
Ohio:

OH82-2035....................................... May 7,1982.
OH82-2037............................*.......... May 21, 1982.

Tennessee: TN81-1202_________ a.......... May 1,1981.Supersedeas Decision to General Wage Determination DecisionThe number of the decision being superseded and its date of publication in the Federal Register is listed with the State. Supersedeas decision number is in parentheses following the number of the decision being superseded.
California: CA81-5132 (CA82-5112).............. July 10,1981.

Signed at Washington, D .C ., this 9th day of 
july 1982.Dorothy P. Come,
A ssista n t Adm inistrator, W age and Hour 
D ivision.

BILLING CODE 4510-27-M
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