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display the electrical activity produced 
by nerves, for the diagnosis and prog-
nosis of neuromuscular disease. 

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

§ 890.1385 Diagnostic electromyograph 
needle electrode. 

(a) Identification. A diagnostic 
electromyograph needle electrode is a 
monopolar or bipolar needle intended 
to be inserted into muscle or nerve tis-
sue to sense bioelectrical signals. The 
device is intended for medical purposes 
for use in connection with 
electromyography (recording the in-
trinsic electrical properties of skeletal 
muscle). 

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

§ 890.1450 Powered reflex hammer. 

(a) Identification. A powered reflex 
hammer is a motorized device intended 
for medical purposes to elicit and de-
termine controlled deep tendon re-
flexes. 

(b) Classification. Class II (special 
controls). The device is exempt from 
the premarket notification procedures 
in subpart E of part 807 of this chapter 
subject to the limitations in § 890.9. 

[48 FR 53047, Nov. 23, 1983, as amended at 84 
FR 71818, Dec. 30, 2019] 

§ 890.1575 Force-measuring platform. 

(a) Identification. A force-measuring 
platform is a device intended for med-
ical purposes that converts pressure 
applied upon a planar surface into ana-
log mechanical or electrical signals. 
This device is used to determine 
ground reaction force, centers of per-
cussion, centers of torque, and their 
variations in both magnitude and di-
rection with time. 

(b) Classification. Class I (general con-
trols). The device is exempt from the 
premarket notification procedures in 
subpart E of part 807 of this chapter, 
subject to the limitations in § 890.9. 

[48 FR 53047, Nov. 23, 1983, as amended at 61 
FR 1125, Jan. 16, 1996; 66 FR 38816, July 25, 
2001] 

§ 890.1600 Intermittent pressure meas-
urement system. 

(a) Identification. An intermittent 
pressure measurement system is an 
evaluative device intended for medical 
purposes, such as to measure the ac-
tual pressure between the body surface 
and the supporting media. 

(b) Classification. Class I (general con-
trols). The device is exempt from the 
premarket notification procedures in 
subpart E of part 807 of this chapter, 
subject to the limitations in § 890.9. 

[48 FR 53047, Nov. 23, 1983, as amended at 61 
FR 1125, Jan. 16, 1996; 66 FR 38816, July 25, 
2001] 

§ 890.1615 Miniature pressure trans-
ducer. 

(a) Identification. A miniature pres-
sure transducer is a device intended for 
medical purposes to measure the pres-
sure between a device and soft tissue 
by converting mechanical inputs to 
analog electrical signals. 

(b) Classification. Class I (general con-
trols). The device is exempt from the 
premarket notification procedures in 
subpart E of part 807 of this chapter, 
subject to the limitations in § 890.9. 

[48 FR 53047, Nov. 23, 1983, as amended at 61 
FR 1125, Jan. 16, 1996; 66 FR 38816, July 25, 
2001] 

§ 890.1850 Diagnostic muscle stimu-
lator. 

(a) Identification. A diagnostic muscle 
stimulator is a device used mainly with 
an electromyograph machine to ini-
tiate muscle activity. It is intended for 
medical purposes, such as to diagnose 
motor nerve or sensory neuromuscular 
disorders and neuromuscular function. 

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

§ 890.1925 Isokinetic testing and eval-
uation system. 

(a) Identification. An isokinetic test-
ing and evaluation system is a rehabili-
tative exercise device intended for 
medical purposes, such as to measure, 
evaluate, and increase the strength of 
muscles and the range of motion of 
joints. 

(b) Classification. Class II (special 
controls). The device is exempt from 
the premarket notification procedures 
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