EMISSIONS - ALL EQUIPMENT AND SYSTEMS CLINICAL TESTING SUMMARY

The RecoveryRx device is intended for use in the electromagnetic environment specified below. The user of RecoveryRx should ensure that it is

operated in such an environment.

Table 2. Guidance and manufacturer's declaration— electromagnetic emissions —
for all medical electrical equipment and medical electrical systems.

Table 4. Guidance and manufacturer's declaration — electromagnetic immunity —
for all medical electrical equipment and medical electrical systems.

Table 3. Guidance and manufacturer’s declaration — electromagnetic immunity — for
all medical electrical equipment and medical electrical systems.

ELECTROMAGNET ENVIRON- ELECTROMAGNET
EMISSION TEST COMPLIANCE MENT - GUIDELINE IMMUNITY TEST I?C{EN 60601 COMPLIANCE ENVIRONMENT-
EST LEVEL LEVEL
GUIDANCE
RF Emissions Group 2, Class B RecoveryRx emits el
CISPR 11 ic energy to provide therapeutic Conducted RF 3V, (V1) N/A as Recov- Portable and mobile commu-
Frequencies (f): treatment for tissue. At 33.8 IEC 61000-4-6 150 kHz to 80 eryRx is internally nications equipment should
30< f <80.8 MHz MHz, reading is 23.7 dB (uV/m) MHz powered be separated from Recov-
Limits (quasi-peak): 30 dB with a margin on -6.3 dB (uV/m). eryRx by no less than the
(pv/m) distances  calculated/listed
Distance: 10m RecoveryRx is suitable for use below:
in all establishments, including
domestic, and those directly Radiated RF 80 MHz - 2.6 (E1) 10 V/m Recommended ~ Separation
connected to the public low-volt- IEC 61000-4-3 GHz, 80% Amp. Distance (m)
age power supply network that Mod. (1kHz)
supplies buildings for domestic d=(3.5/V)) WP
purposes (150 kHz- 80 MHz)
Harmonics N/A The RecoveryRx is internally d=(3.5/E,) VP
EN 61000-3-2 powered, so not applicable. (80 - 800 MHz)
Flicker N/A The RecoveryRx is internally d=(7/E,) P
EN 61000-3-3 powered, so not applicable. (800 MHz _‘2_5 GHz)

Where P is the maximum
output power rating of the
transmitter in watts (W) ac-

DEVICE SPECIFICATIONS

Table 1. RecoveryRx Device Specifications (Model 088)

27.12MHz

Carrier Frequency

Peak Spatial Power Density 73 microwatts/ cm?

Pulse Rate 1,000 pulses per second

Pulsed on Duration 100 micro seconds

Power Source Lithium Battery -

CR2032
Antenna Size 12cm
Treatment Area 110cm?
Weight 9.5 grams

Operation Time

Up to 720 hours (on/off capability)

Expected Service Life

Up to 720 hours (on/off capability)

cording to the transmitter
IMMUNITY TEST IEC/EN 60601 COMPLIANCE Eéﬁg?ﬁgxﬁgﬁgr manufacturer and d is the
> TEST LEVEL LEVEL GUIDANCE recommended  separation
distance in meters (m).
ESD - Electrostatic | =+ 15kV air dis- No conductive Floors should be wood, con- Field strengths from fixed
discharge charge, surfaces crete, or ceramic tile. If floors transmitters, as determined
IEC/EN 61000-4-2 | = 8KV contact + 8KV air are covered with synthetic by an electromagnetic site
discharge + 6KV contact material, relative humidity survey, should be less than
should be at least 30% the compliance levels (V1
and E1) in each frequency
EFT - Electrical fast | + 2KV Mains N/A as Recovery- | N/A as RecoveryRx is internally range.
transient/burst + 1kV I/Os Rx is internally powered
EN 61000-4-4 powered Interference may occur in
- the vicinity of equipment con-
Surge + 1kV Differential | N/A as Recovery- | N/A as RecoveryRx is internally taining a transmitter, mari(¢)
EN 61000-4-5 + 2kV Common Rx is internally powered with the following symbol o
powered
Voltage Dips/ >95% Dip in U, N/A as Recovery- | N/A as RecoveryRx is internally Table 5. Recommended separation distances between portable and mobile RF
Dropouts ‘0'00-5_ Cycle Rx is internally powered communications equipment and the medical electrical equipment and medical elec-
EN 61000-4-11 g%/;géps'" Urfor | powered trical systems — for medical electrical equipment and medical electrical systems
30% Dip in U for that are not life-supporting.
25 cycles y
>95% dip in U, TPUT SEPARATIQN (m) SEPARATION (m) SEPARATION (m)
T MAX OUTPUT 150 KHZ TO 80 .
for 5s 80 TO 800 MHz 800 MHZ TO 2.5 GHz
POWER (WATTS) MHz
4=G3.5IV) VP d=(3.5/E,) VP d=(7/E NP
PEMF - Power fre- 3A/m N/A as Recovery- | Power frequency magnetic =G.5IV)
quency (50/60 Hz) Rx is internally fields should be that of a 0.01 0.11 0.11 0.23
magnetic field powered typical commercial or hospital . . . )
IEC/EN 61000-4-8 environment 0.1 0.36 0.36 0.73
NOTE: U, is the A.C. mains voltage prior to application of test level 1 116 116 233
10 3.68 3.68 7.37
100 11.66 11.66 23.33

The following are the APPLIED parts:
1) Loop antenna; and 2) Module.

PATIENT is the intended OPERATOR

Visit www.RecoveryRx.co for more information!

The clinical data for the RecoveryRX includes
two randomized, double-blinded, placebo-
controlled studies:

e A randomized, controlled, double-blinded
study that investigated the effectiveness of
RecoveryRx in treating postoperative pain in
18 women who underwent breast augmentation
surgery. These women presented with the
following average baseline demographics: 31.6
years of age, weight of 134 Ibs and height of
5.52 ft. The primary outcome was a difference
in daily pain, measured on a 0-10 visual
analog pain scale. The results indicate that
the effect of active treatment with RecoveryRx
provides a statistically significant treatment
effect (reduction in postoperative pain), when
compared to placebo (p<0.05).

e A randomized, controlled, double -blinded
study that investigated the effectiveness of
RecoveryRx in treating postoperative pain in
72 women who underwent cesarean section
surgery. These women presented with the
following average baseline demographics: 26.1
years of age, gestation period of 39.5 weeks
and <1 prior cesarean section surgeries. The
primary outcome measure was differences
in postoperative pain as assessed on a 0-10
visual analog scale. The results indicate that
the effect of active treatment with RecoveryRx
provides a statistically significant treatment
effect (reduction in postoperative pain), when
compared to placebo (p<0.05).

Conclusion:

Theclinicaldatademonstrates thatthe RecoveryRx
is at least as safe and effective as the predicate
devices and can be used as a prescription device
for the adjunctive treatment of postoperative
pain.
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FAQs

Whatis RecoveryRx Puised Shortwave Therapy (PSWT)?

PSWT pulses radio-frequency electromagnetic energy into the body. There
is no sensation from these pulses. The RecoveryRx device is placed on or
very close to the gauze/bandaging over the site of pain, such that the site
of pain is centered within the loop. The device is safe to use during regular
physical activity and during sweating. RecoveryRx is a PSWT device used to
adjunctively treat postoperative pain.

How does the device work?

The device safely interrupts abnormal pain signaling in the nerves. This
advanced therapy reaches into the painful area to provide real relief at the
source. The device can be used 24/7.

Is the device safe?

The device is drug free and has no harmful side effects. The device can be
worn by diabetics, arthritics, the elderly and bedridden.

Note: The device is nonsterile and should not be applied directly over open wounds, however it can be applied
over bandaged wounds.

Is the device clinically proven?

Yes. The device has been clinically tested in multiple randomized, double-
blinded, placebo-controlled studies (the gold standard for clinical trials).
The device has also been cleared by the US FDA to treat postoperative pain.
The technology has been used for decades in hospitals, clinics and home
environments. There it has received an overwhelming amount of positive
testimonials from both doctors and patients.

What will I feel?
ONLY BETTER! You will not feel heat nor will you feel the low level energy
that is gently pulsed into the nerves.

How long until I feel pain relief?

Depending on the severity of the injury, patient pain levels can begin to
subside after only 2-3 hours of wearing the device and will continue to
decrease as long as the device is being used continuously for at least 12 hours
per day. However, in some instances it could take up to 3-4 days for the
therapy to take effect.
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