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Use Device Classification Panel, and 
the Anesthesiology Device Classifica­
tion Panel, PDA advisory committees, 
made the following recommendations 
with respect to ' the classification of 
blood pressure computers:

1. Identification: A blood pressure 
computer is a device that accepts the 
electrical signal from a bloid pressure 
transducer amplifier and indicates the 
systolic, diastolic, or mean pressure 
based on the input signal.

2 . Recommended classification: Class 
II (performance standards). The 
Panels recommend that establishing a 
performance standard for this device 
be a medium priority.

3. Summary of reasons for recom­
mendation: The Panels recommend 
that the blood pressure computer be 
classified into class II because this 
electrically powered device is neither 
life-supporting nor life-sustaining, but 
is potentially hazardous to life or 
health even when properly used. This 
device is attached to the body through 
a blood pressure transducer amplifier 
and a catheter and is used in a clinical 
environment where excessive leakage 
current can be a serious hazard. Thus 
the electrical characteristics of this 
device, e.g., electrical leakage current, 
need to meet certain requirements. 
Performance characteristics,, including 
accuracy, reproducibility, and any 
limitations on the device’s measure­
ment of blood pressure, should be 
maintained at a generally accepted 
satisfactory level and should be made 
known to the user through special la­
beling. The device is used with other 
devices in a system that may be haz­
ardous if not satisfactorily assembled, 
used, and maintained. The Panels be­
lieve that general controls alone would 
not provide sufficient control over the 
performance and electrical character­
istics of this device. The Panels believe 
that a performance standard will pro­
vide reasonable assurance of the 
safety and effectiveness of the device 
and that there is sufficient informa­
tion to establish a standard to provide 
such assurance.

4. Summary of data on which the 
recommendation is based: The Panel 
members based their iecommenda- 
tions on the potential hazards associ­
ated with the inherent properties of 
the device and on their personal 
knowledge of, and experience with, 
the device.

5. Risks to health : (a) Misdiagnosis: 
if the zero or calibration of the device 
is inaccurate or unstable, the device 
may generate inaccurate diagnostic 
data. If inaccurate diagnostic data are 
used in managing the patient, the phy­
sician may prescribe a course of treat­
ment that places the patient at risk 
unnecessarily, (b) Cardiac arrhyth­
mias or electrical shock; Excessive 
electrical leakage current can disturb

the normal electrophysiology of the 
heart, leading to the onset of cardiac 
arrhythmias. Electrical leakage cur­
rent can also cause electrical shock to 
a physician during a catheterization or 
surgical procedure, and this may lead 
to iatrogenic complications.

P roposed Classification

The Commissioner agrees with the 
Panels’ recommendations and is pro­
posing that the blodd pressure com­
puter be classified into class II (per­
formance standards). The Commis­
sioner believes that a performance 
standard is necessary for this device 
because general controls by them­
selves are insufficient to control the 
risks to health. A performance stand­
ard would provide reasonable assur­
ance of the safety and effectiveness of 
the device. The Commissioner also be­
lieves that there is sufficient informa­
tion to establish a standard to provide 
reasonable assurance of the safety and 
effectiveness of the device. Because 
blood pressure measurement is an in­
dication, of cardiovascular function, 
this device will be listed in the Code of 
Federal Regulations under cardiovas­
cular devices. Although blood pressure 
computers are used both as diagnostic 
devices and as monitoring devices, 
they will be listed in the Code of Fed­
eral Regulations under cardiovascular 
diagnostic devices because diagnosis! is 
the more common use.

Therefore, under the Federal Food, 
Drug, and Cosmetic Act (secs. 513, 
70tfa), 52 Stat. 1055, 90 Stat. 540-546 
(21 U.S.C. 360c, 371(a))) and under au­
thority delegated to him (21 CFR 5.1), 
the Commissioner proposes to amend 
Part 870 in subpart B by adding new 
§ 870.1110 as follows:
§ 870.1110 Blood pressure computer.

(a) Identification. A blood pressure 
computer is a device that accepts the 
electrical signal from a blood pressure 
transducer amplifier and indicates the 
systolic, diastolic, or mean pressure 
based on the input signal.

(b) Classification. Class II (perform­
ance standards).

Interested persons may, on or before 
May 8 , 1979 submit to the hearing 
Clerk (HFA-305), Food and Drug Ad­
ministration, Rin. 4-65, 5600 Fishers 
Lane, Rockville, MD 20857, written 
comments regarding this proposal. 
Four copies of all comments shall be 
submitted, except that individuals 
may submit single copies of comments, 
and shall be identified with the Hear­
ing Clerk docket number found in 
brackets in the heading of this docu­
ment. Received comments may be seen 
in the above office between the hours 
of 9 a.m. and 4 p.m., Monday through 
Friday.

Dated: February 26, 1979.
J oseph P . H ile, 

Associate Commissioner for 
Regulatory Affairs.

[FR Doc. 79-6106 Filed 3-8-79; 8:45 am]

[4110 -03 -M ]

[21 CFR Part 870]

[Docket No. 78N-14101 

MEDICAL DEVICES

Classification o f Blood Pressure Cuffs

AGENCY: Food and Drug Administra­
tion.
ACTION: Proposed rule.
SUMMARY: The Food and Drug Ad­
ministration (FDA) is issuing for 
public comment a proposed regulation 
classifying blood pressure cuffs into 
class II (performance standards). The 
FDA is also publishing the recommen­
dations of the Cardiovascular Device 
Classification Panel, the General Hos­
pital and Personal Use Device Classifi­
cation Panel, and the General and 
Plastic Surgery Device Classification 
Panel that the device be classified into 
class II. 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. 
After considering public comments, 
FDA will issue a final regulation clas­
sifying the device. These actions are 
being taken under the Medical Device 
Amendments of 1976.
DATE: Comments by May 8 , 1979. The 
Commissioner of Food and Drugs pro­
poses that the final regulation based 
on this proposal become effective 30 
days after the date of its publication 
in the F ederal R egister.
ADDRESS: Written comments to the 
Hearing Clerk (HFA-305), Food and 
Drug Administration, Rm. 4-65, 5600 
Fishers Lane, Rockville, MD 20857.
FOR FURTHER INFORMATION 
CONTACT:

Glenn A. Rahmoeller, Bureau of 
Medical Devices (HFK-450), Food 
and Drug Administration, Depart­
ment of Health, Education, and Wel­
fare, 8757 Georgia Ave., Silver 
Spring, MD 20910, 301-427-7559.

SUPPLEMENTARY INFORMATION:
P anel R ecommendation

A proposal elsewhere in this issue of 
the F ederal R egister provides back­
ground information concerning the de­
velopment of the proposed regulation. 
The Cardiovascular Device Classifica­
tion Panel, the General Hospital and 
Personal Use Device Classification 
Panel, and the General and Plastic
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Surgery Device Classification Panel, 
FDA advisory committees, made the 
following recommendation with re­
spect to the classification of blood 
pressure cuffs:

1. Identification: A blood pressure 
cuff is a device that has an inflatable 
bladder in an inelastic sleeve (cuff) 
with a mechanism for inflating and de­
flating the bladder. The cuff is used in 
conjunction with another device to de­
termine a subject's blood pressure.

2. Recommended classification: Class 
II (performance standards). The 
Panels recommend that establishing a 
performance standard for this device 
be a low priority.

3. Summary of reasons for recom­
mendation: The Panels recommend 
that blood pressure cuffs be classified 
into class II because this device is nei­
ther life-supporting nor life-sustain­
ing, but is potentially hazardous to life 
or health even when properly used. If 
the design of the device is inadequate 
for accurate and precise measurement 
of blood pressure, the resulting mis­
diagnosis could have a significant neg­
ative effect on the patient’s health. 
The mechanical design and 'perform­
ance characteristics of the device 
should be maintained at a generally 
accepted satisfactory level. The device 
is used with other devices in a system 
that may be hazardous if not satisfac­
torily assembled, used, and main­
tained. The Panels believe that gener­
al controls alone would not provide 
sufficient control over the perform­
ance characteristics of this device. The 
Panels believe that a performance 
standard will provide reasonable assur­
ance of the safety and effectiveness of 
the device and that there is sufficient 
information to establish a standard to 
provide such assurance.

4. Summary of data on which the 
recommendation is based: The Panel 
members based their recommenda­
tions on the potential hazards associ­
ated with the inherent properties of 
the device and on their personal 
knowledge of, and experience with, 
the device.

5. Risks to health: (a) iissue trauma: 
Overinflation, or use of an improper 
size cuff, can cause unnecessary tissue 
trauma, (b) Misdiagnosis: Inadequate 
design of cuff size can lead to genera­
tion of inaccurate diagnostic data. If 
inaccurate diagnostic data are used in 
managing^ the patient, the physician 
may prescribe a course of treatment 
that places the patient at risk unnec­
essarily.

P roposed Classification

The Commissioner agrees with the 
Panel’s recommendations and is pro­
posing that the blood pressure cuff be 
classified into class II (performance 
standards). The Commissioner believes 
that a performance standard is neces­

sary for this device because general 
controls by themselves are insufficient 
to control the risks to health. A per­
formance standard would provide rea­
sonable assurance of the safety and ef­
fectiveness of the device. The Commis­
sioner also believes that there is suffi­
cient information to establish a stand­
ard to provide reasonable assurance of 
the safety and effectiveness of the 
device. Because blood pressure meas­
urement is an indication of cardiovas­
cular function, this device will be 
listed in the Code of Federal Regula­
tions under cardiovascular devices. Al­
though blood pressure cuffs are used 
both as diagnostic devices and as mon­
itoring devices, they will be listed in 
the Code of Federal Regulations 
under cardiovascular diagnostic de­
vices because diagnosis is the more 
common use.

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 au­
thority delegated to him (21 CFR 5.1), 
the Commissioner proposes to amend 
Part 870 in Subpart B by adding 
§ 870.1120 as follows:
§ 870.1120 Blood pressure cuff.

Ca) Identification. A blood pressure 
cuff is a device that has an inflatable 
bladder in an inelastic sleeve (cuff) 
with a mechanism for inflating and de­
flating the bladder. The ,cuff is used in 
conjunction with another device to de­
termine a subject’s blood pressure.

(b) Classification. Class II (perform­
ance standards).

Interested persons may, on or before 
May 8 , 1979, submit to the Hearing 
Clerk (HFA-305), Food and Drug Ad­
ministration, Rm. 4-65» 5600 Fishers 
Lane, Rockville, MD 20857, written 
comments regarding this proposal. 
Four copies of all comments shall be 
submitted, except that individuals 
may submit single copies of comments, 
and shall be identified with the Hear­
ing Clerk docket number found in 
brackets in the heading of this docu­
ment. Received comments may be seen 
in the above office between the hours 
of 9 a.m. and 4 p.m., Monday through 
Friday.

Dated: February 26, 1979.
J oseph P . H ile, 

Associate Commissioner for 
Regulatory Affairs.

[FR Doc. 79-6107 Filed 3-8-79; 8:45 ami

[4 1 1 0 -0 3 -M l

[21 CFR Part 8 70 ]

[Docket No. 78N-14111 

MEDICAL DEVICES

Classification o f N oninvasive Blood Pressure 
M easurem ent Systems

AGENCY: Food and Drug Administra­
tion.
ACTION: Proposed rule.
SUMMARY: The Food and Drug Ad­
ministration (FDA) is issuing for 
public comment a proposed regulation 
classifying noninvasive blood pressure 
measurement systems into class II 
(performance standards). The FDA is 
also publishing the recommendations 
of the Cardiovascular Device Classifi­
cation Panel the Anesthesiology 
Device Classification Panel, the Gen­
eral Hospital and Personal Use Device 
Classification Panel, and the General 
and Plastic Surgery Device Classifica­
tion Panel that the device be classified 
into class II. 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. 
After considering public comments, 
FDA will issue a final regulation clas­
sifying the device. These actions are 
being taken under the Medical Device 
Amendments of 1976.
DATES: Comments by May 8 , 1979. 
The Commissioner of Food and Drugs 
proposes that the final regulation 
based on this proposal become effec­
tive 30 days after the date of its publi­
cation in the F ederal R egister.
ADDRESS: Written comments to the 
Hearing Clerk (HFA-305), Food and 
Drug Administration, Rm. 4-65, 5600 
Fishers Lane, Rockville, MD 20857.
FOR FURTHER INFORMATION 
CONTACT:

Glenn A Rahmoeller, Bureau of 
Medical Devices (HFK-450), Food 
and Drug Administration, Depart­
ment of Health, Education, and Wel­
fare, 8757 Georgia Ave., Silver 
Spring, MD 20910, 301-427-7559.

SUPPLEMENTARY INFORMATION:
P anel R ecommendation

A proposal elsewhere in this issue of 
the F ederal R egister provides back­
ground information concerning the de­
velopment of the proposed regulation. 
The Cardiovascular Device Classifica­
tion Panel, the Anesthesiology Device 
Classification Panel, the General Hos­
pital and Personal Use Device Classifi­
cation Panel, and the General and 
Plastic Surgery Device Classification 
Panel, FDA advisory committees, 
made the following recommendations 
regarding the classification of nonin-
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vasive blood pressure measurement 
systems:

1. Identification: A nonin vasive 
blood pressure measurement system is 
a device that provides a signal from 
which systolic, diastolic, mean, or any 
combination of the three can be de­
rived through the use of transducers 
placed on the surface of the body.

2 . Recommended classification: Class 
II (performance standards). The 
Panels recommend that establishing aA 
performance standard for this device* 
be a medium priority.

3. Summary of reasons for recom­
mendation: The Panels recommend 
that noninvasive blood-pressure meas­
urement systems be classified into 
class II because this device is neither 
life-supportng nor life-sustaining, but 
is potentially hazardous to life or 
health even when properly used. This 
device is attached to the body through 
surface transducers and can be electri­
cally powered. It is used in a clinical 
environment where excessive leakage 
current can be a serious hazard. Thus 
the electrical characteristics of this 
device, e.g., electrical leakage current, 
need to meet certain requirements. If 
the design of the device is inadequate 
for accurate and precise measurement 
of blood pressure, the resulting mis­
diagnosis could have a significant neg­
ative effect on the patient’s health. 
When functioning properly, the device 
emits an acceptable energy level into 
the body. Malfunction of the ultrason­
ic types of the device, however, may 
result in unsafe energy levels. Per­
formance characteristics, including ac­
curacy, reproducibility, and any limi­
tations on the device’s measurement 
of blood pressure, should be main­
tained at a generally accepted satisfac­
tory level and should be made known 
to the user through special labeling. 
The Panels believe that general con­
trols alone would not provide suffi­
cient control over the performance 
and electrical characteristics of this 
device. The Panels believe that a per­
formance standard will provide reason­
able assurance of the safety and effec­
tiveness of the device and that there is 
sufficient information to establish a 
standard to provide such assurance.

4. Summary of data on which the
recommendation is based: The Panel 
members based their recommenda­
tions on the potential hazards associ­
ated with the inherent properties of 
the device and on , their personal 
knowledge of, and experience with, 
the device. In addition, the Cardiovas­
cular Device Classification Panel cited 
three standards proposed by the medi­
cal community for blood pressure mea­
surement equipment (Refs. 1 through
3). ,

5. Risks to health: (a) Cardiac ar­
rhythmias or electrical shock: Exces­
sive electrical leakage current can dis­

turb the normal electrophysiology of 
the heart, leading to the onset of car­
diac arrhythmias. Electrical leakage 
current can also cause electrical shock 
to a physician during a catheterization 
or surgical procedure, and this may 
lead to iatrogenic complications, (b) 
Tissue damage: In devices that use an 
ultrasonic detection method, excessive 
ultrasonic energy output can cause 
tissue damage, (c) Misdiagnosis: If the 
zero or calibration of the device is in­
accurate or unstable, the device may 
generate inaccurate diagnostic data. If 
inaccurate diagnostic data are used in 
managing the patient, the physician 
may prescribe a course of treatment 
that places the patient at risk unnec­
essarily. (d) Tissue ischemia: Any 
system that allows prolonged cuff in­
flation can cause tissue ischemia (defi­
ciency of blood supply to a portion of 
the body).

P roposed Classification

The Commissioner agrees with the 
Panels’ recommendations and is pro­
posing that the noninvasive blood 
pressure measurement system be clas­
sified into class II (performance stand­
ards). The Commissioner believes that 
£ perfbrmance standard is necessary 
for this device because general con­
trols by themselves are insufficient to 
control the risks to health. A perform­
ance standard would provide reason­
able assurance of the safety and effec­
tiveness of the device. The Commis­
sioner also believes that there is suffi­
cient information to establish a stand­
ard to provide reasonable assurance of 
the safety and effectiveness of the 
device. Because blood pressure mea­
surement is an indication of cardiovas­
cular function, this device will be 
listed in the Code of Federal Regula­
tions under cardiovascular devices. Al­
though noninvasive blood pressure 
measurement systems are used both as 
diagnostic devices and as monitoring 
devices, they will be listed in the Code 
of Federal Regulations under cardio­
vascular diagnostic devices because di­
agnosis is the more common use.

R eferences

The following information has been 
placed in the office of the Hearing 
Clerk (address above) and may be seen 
by interested persons, from 9 a.m. to 4 
p.m., Monday through Friday.

1. “Standardization of Blood Pressure 
Readings. Joint Recommendations of the 
American Heart Association and the Cardi­
ac Society of Great Britain and Ireland,” 
American Heart Journal 18:95-101,1939.

2. Bordley, J., et al., “Recommendations 
for Human Blood Pressure Determinations 
by Sphygmomanometers,” Circulation, 
4:503-509, 1951.

3. Kirkendall, W. M., et al., “Recommen­
dations for Human Blood Pressure Determi­
nations by Sphygmomanometers,” Circula­
tion, 36:980-988, 1967.

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 au­
thority delegated to him (21 CFR 5.1), 
the Commissioner proposes to amend 
Part 870 in Subpart B by adding new 
§ 870.1130 as follows:
§870.1130 Noninvasive blood pressure 

measurement system.
(a) Identification. A noninvasive 

blood pressure measurement system is 
a device that provides a signal from 
which systolic, diastolic, mean, or any 
combination of the three can be de­
rived through the use of tranducers 
placed on the surface of the body.

(b) Classification. Class II (perform­
ance standards).

Interested persons may, on or before 
May 8 , 1979 submit to the Hearing 
Clerk (HFA-305), Food and Drug Ad­
ministration, Rm, 4-65, 5600 Fishers 
Lane, Rockville, MD 20857, written 
comments regarding this proposal. 
Four copies of all comments shall be 
submitted, except that individuals 
may subnut single copies of comments, 
and shall be identified with the Hear- 

• ing Clerk docket number found in 
brackets in the heading of this docu­
ment. Received comments may be seen 
in the above office between the hours 
of 9 a.m. and 4 p.m., Monday through 
Friday.

Dated: February 26,1979.
J oseph P. H ile, 

Associate Commissioner 
for Regulatory Affairs.

. [PR Doc. 79-6108 Piled 3-8-79 8:45 am]

[4110 -03 -M ]

[21 CFR Part 8 70 ] *

[Docket No. 78N-1412]

MEDICAL DEVICES

Classification o f Venous Blood Pressure 
M anom eters

AGENCY: Food and Drug Administra­
tion.
ACTION: Proposed rule.
SUMMARY: The Food and Drug Ad­
ministration (FDA) is issuing for 
public comment a proposed regulation 
classifying venous blood pressure ma­
nometers into class II (performance 
standards). The FDA is also publish­
ing the recommendation of the Car­
diovascular Device Classification 
Panel that the device be classified into 
class II and the recommendation of 
the General and Plastic Surgery 
Device Classification Panel that the 
device be classified into class I. The 
effect of classifying a device into class 
II is to provide for the future develop­
ment of one or more performance
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standards to assure the safety and ef­
fectiveness of the device. After consid­
ering public comments, FDA will issue 
a final regulation classifying the 
device. These actions are being taken 
under the Medical Device Amend­
ments of 1976. .
DATES: Comments by May 8 , 1979. 
The Commissioner of Food and Drugs 
proposes that the final regulation 
based on this proposal become effec­
tive 30 days after the date of its publi­
cation in the F ederal R egister.
ADDRESS: Written comments to the 
Hearing Clerk (HFA-305), Food and 
Drug Administration, Rm. 4-65, 5600 
Fishers Lane, Rockville, MD 20857.
FOR FURTHER INFORMATION 
CONTACT:

Glenn A Rahmoeller, Bureau of 
Medical Devices (HFK-450), Food 
and Drug Administration, Depart­
ment of Health, Education, and Wel­
fare, 8757 Georgia Ave., Silver 
Spring, MD 20910, 301-427-7559.

SUPPLEMENTARY INFORMATION:
P anel R ecommendation

A proposal elsewhere in this i§sue of 
the F ederal R egister provides back­
ground information concerning the de­
velopment of the proposed regulation. 
The Cardiovascular Device Classifica­
tion and the General and Plastic Sur­
gery Device Classification Panels, FDA 
advisory committees, made the follow­
ing recommendations with respect to 
the classification of venous blood pres­
sure manometers:

1. Identification: A venous blood 
pressure manometer is a device at­
tached to a venous catheter to indicate 
manometrically the central or periph­
eral venous pressure.

2. Recommended classification: The 
Cardiovascular Device Classification 
Panel recommends class II (perform­
ance standards) and recommends that 
establishing a performance standard 
for this device be a low priority. The 
General and Plastic Surgery Device 
Classification Panel recommends class 
I (general controls) with no exemp­
tions.

3. Summary of reasons for recom­
mendation: The Cardiovascular Device 
Classification Panel recommends that 
venous blood pressure manometers be 
classified into class II because this 
device is neither life-supporting nor 
life-sustaining, but is potentially haz­
ardous to life or health even when 
properly used. If the device is inad­
equate for accurate and precise mea­
surement of blood pressure, the result­
ing misdiagnosis could have a signifi­
cant negative effect on the patient’s 
health. Performance characteristics, 
including accuracy, reproducibility, 
and any limitations on the device’s 
measurement of blood pressure,

should be maintained at a generally 
accepted satisfactory level and should 
be made known to the user through 
special labeling. The Cardiovascular 
Device Classification Panel believes 
that general controls alone would not 
provide sufficient control over the per­
formance characteristics of this 
device. The Cardiovascular Device 
Classification Panel believes that a 
performance standard will provide rea­
sonable assurance of the safety and ef­
fectiveness of the device and that 
there is sufficient information to es­
tablish a standard to provide such as­
surance. The General and Plastic Sur­
gery Device Classification Panel be­
lieves that general controls would pro­
vide sufficient control over the per­
formance characteristics of the device 
and listed no risks to health for the 
device.

4. Summary of data on which the 
recommendation is based: The Panel 
members based their recommenda­
tions on the potential hazards associ­
ated with the inherent properties of 
the device and on their personal 
knowledge of,^ and experience with, 
the device.

5. Risks to health: Misdiagnosis: In­
adequate design of calibration charac­
teristics of the manometer can lead to 
generation of inaccurate diagnostic 
data. If inaccurate diagnostic data are 
used in managing the patient, the phy­
sician may prescribe a course of treat­
ment that places the patient at risk 
unnecessarily.

P roposed Classification

The Commissioner agrees with the 
Cardiovascular Device Classification 
Panel recommendation and is propos­
ing that the venous blood pressure 
manometer be classified into class II 
(performance standards). The Com­
missioner believes that a performance 
standard is necessary for this device 
because general controls by them­
selves are insufficient to control mis­
diagnosis listed as a risk to health by 
the Cardiovascular Device Classifica­
tion Panel. A performance standard 
would provide reasonable assurance of 
the safety and effectiveness of the 
device. The Commissioner also be­
lieves that there is sufficient informa­
tion to establish a standard to provide 
reasonable assurance of the safety and 
effectiveness of the device. Because 
blood pressure measurement is an in­
dication of cardiovascular function, 
this device will be listed in the Code of 
Federal Regulations under cardiovas­
cular devices. Although venous blood 
pressure manometers are used both as 
diagnostic devices and as monitoring 
devices, they will be listed in the Code 
of Federal Regulations under cardio­
vascular diagnostic devices because di­
agnosis is the more common use.

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 au­
thority delegated to him (21 CFR 5.1), 
the Commissioner proposes to amend 
Part 870 in Subpart B by adding new 
§ 870.1140 as follows:
§870.1140 Venous blood pressure mano­

meter.
(a) Identification. A venous blood 

pressure manometer is a device at­
tached to a venous catheter to indicate 
manometrically the central or periph­
eral venous pressure.

(b) Classifiqation. Class II (perform­
ance standards).

Interested persons may, on or before 
May 8 , 1979, submit to the Hearing 
Clerk (HFA-305), Food and Drug Ad­
ministration, Rm. 4-65, 5600 Fishers 
Lane, Rockville, MD 20857, written 
comments regarding this proposal. 
Four copies of all comments shall be 
submitted, except that individuals 
may submit single copies of comments, 
and shall be identified with the Hear­
ing Clerk docket number found in 
brackets in the heading of this docu­
ment. Received comments may be seen 
in the above office between the hours 
of 9 a.m. and 4 p.m., Monday through 
Friday.

Dated: February 26,1979.
J oseph P . H ile, 

Associate Commissioner for 
Regulatory Affairs.

[FR Doc. 79-6109 Filed 3-8-79; 8:45 am]

[411 0 -03 -M ]
[21 CFR Port 870 ]

[Docket No. 78N-14133 

MEDICAL DEVICES

Classification o f diagnostic In travascular 
Catheters

AGENCY: Food and Drug Administra­
tion
ACTION: Proposed Rule.
SUMMARY: The Food and Drug Ad­
ministration (FDA) is issuing for 
public comment a proposed regulation 
classifying diagnostic intravascular 
catheters into class II (performance 
standards). The FDA is also publish­
ing the recommendations of the Car­
diovascular Device Classification 
Panel, the General and Plastic Sur­
gery Device Classification Panel, the 
Neurological Device Classification 
Panel, and the Radiological Device 
Classification Panel that the device be 
classified into class II. 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
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