
TM 2.0 System
Instructions for Use (IFU) for Chronic Pain

Before using CFS 2.0
Please read the Instructions for Use before using the CFS 2.0 system. Use the CFS 
2.0 system only under the supervision of your doctor or therapist.

User assistance
If you have any questions about CFS 2.0 or its use, contact your doctor or 
therapist.

Covered by one or more of U.S. Pat. Nos. 5,449,378, 8,086,322 and 8,417,352. 
Additional US and International application(s) pending.
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Purpose of CFS 2.0
Indication
CFS 2.0 is a product for temporary relief of chronic pain.

How CFS 2.0 Works
The CFS 2.0 stimulator sends electrical stimulation through 14 pins that penetrate 
the first layer of your skin. This stimulation is intended to relieve your pain 
temporarily. The stimulator also sends a different kind of electrical stimulation 
through gel electrodes that stick to the surface of your skin. This second type of 
stimulation is intended to make the first type of stimulation more comfortable 
and may also help with your pain.

Safety information
Make sure you understand this safety information before you take your first 
treatment.

Contraindications
Contraindications are situations where you should not use CFS 2.0 because the 
risk is greater than the potential benefit.

• Do not use CFS 2.0 if you have a cardiac pacemaker, defibrillator, or any 
other implanted metallic or electronic device. Doing so could cause electric 
shock, burns, electrical interference, or death.

• Do not use CFS 2.0 if you have any undiagnosed pain symptoms until the 
cause of your pain has been established by a doctor.

Warnings
Warnings describe serious adverse reactions and safety hazards, steps that 
should be taken if they occur, and the conditions under which you should limit 
use of CFS 2.0. 

• No modification of this equipment is allowed.

• The CFS 2.0 system is for individual use only. Do not share it with anyone. 
Doing so may increase your risk of skin reaction or contracting disease.

• The long-term effects of CFS 2.0 in the presence of cancer are unknown.

• Only apply the StimPatch™ to normal, intact, clean skin. Do not place the 
patch over open wounds, rashes, or swollen, red, infected, or inflamed 
skin.

• Do not sit on, lie on, or push the StimPatch™ against your skin. Doing so 
could scratch your skin or cause discomfort.
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• Do not touch any of the 14 pins with your fingertips. Doing so could 
increase your risk of skin irritation and infection.

• Do not place the StimPatch™ on your neck. Doing so can cause severe 
muscle spasms that can close your airway, cause difficulty in breathing, or 
cause problems with your heart or blood pressure.

• Talk to your doctor before using this device. It may cause lethal heart 
problems in some people.

• Do not place the StimPatch™ on your chest. Putting electrical current in 
your chest can disturb the rhythm of your heart and could be lethal.

• Do not use CFS 2.0 while sleeping.

• Do not use CFS 2.0 when electrical stimulation can put you at risk of injury, 
such as while you are driving or operating machinery.

• Do not use CFS 2.0 when you are in the bath or shower.

• Do not use CFS 2.0 when you are connected to other medical equipment.

• CFS 2.0 performance may be affected by electromagnetic interference from 
other electrical equipment.

• Do not use CFS 2.0 near electronic monitoring equipment (such as cardiac 
monitors or ECG alarms). These devices might not operate properly when 
CFS 2.0 is in use.

• Do not use CFS 2.0 near flammable gases (such as concentrated oxygen).

• Operation of CFS 2.0 may be affected by shortwave or microwave therapy 
equipment, diathermy, high frequency surgical equipment or X-rays from 
computed tomography (CT) scans, or magnetic resonance imaging (MRI) 
equipment.

• Do not modify the treatment cable. Inserting the cable connector into an 
electrical outlet may injure you or damage the CFS 2.0 stimulator.

• The treatment cable and charger may present a strangulation hazard. Keep 
these items away from small children.

Precautions
Precautions describe any special care needed from you or your doctor or both to 
make sure using CFS 2.0 is safe.

• If you turn the CFS output to its maximum level, current densities may 
exceed 2 mA/cm2 and may require special attention and caution.

• CFS 2.0 should be used only under the continued supervision of your 
doctor and for the condition it was prescribed to treat.
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• The long-term effects of electrical stimulation are not known.

• The safety of electrical stimulation during pregnancy has not been 
established.

• CFS 2.0 has no curative value.

• CFS 2.0 is a treatment intended to reduce your sensation of pain. Pain can 
be a protective mechanism.

• CFS 2.0 is not effective for pain of central origin (including headache).

• Do not place the StimPatch™ on your head.

• CFS 2.0 is not a substitute for pain medication and other pain management 
therapies.

• If you have suspected or diagnosed heart disease, follow your doctor’s 
precautions.

• If you have suspected or diagnosed epilepsy, follow your doctor’s 
precautions.

• Consult your doctor before using CFS 2.0 if you are likely to bleed internally 
after injury or fracture.

• Consult your doctor before using CFS 2.0 after recent surgical procedures, 
as stimulation may disrupt healing.

• Use caution if CFS 2.0 is applied over areas of skin that lack normal 
sensation.

• The effectiveness of CFS 2.0 varies between individuals and depends 
on medical conditions. Call your doctor if there are any changes in your 
medical conditions or if you develop a new medical condition.

• To reduce your risk of skin infection, use a new StimPatch™ for  every 
treatment.

• The current density delivered by CFS 2.0 requires special attention by the 
user. Skin irritation or sensitivity may occur at the site of the StimPatch™ 
after repeated use. If skin irritation or sensitivity occurs, contact your 
doctor.

• Keep all components out of the reach of pets and children.

• Use the CFS 2.0 stimulator only with the StimPatch™, treatment cable, and 
charging accessories provided. 

• Do not overly flex the StimPatch™.

• If you need to move the StimPatch™, remove it from your skin completely 
first. Do not try to drag it across your skin.
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• Make sure to the StimPatch™ is in full contact with your skin during 
treatment. If it is not in full contact with your skin, it could hurt or burn 
you.

• Make sure the CFS 2.0 stimulator is turned off when placing or removing 
the StimPatch™.

• Charge the CFS 2.0 stimulator before its first use and when it displays the 
charging prompt. 

• Do not use a StimPatch™ if its pouch is opened or damaged.

• Do not use a StimPatch™ after the use-by date printed on the pouch.

• Immersing or spilling liquids on any part of the CFS 2.0 system can damage 
the system or cause electrical shock.

• Do not place heavy objects on the stimulator.

• Do not drop the stimulator.

• Do not open the stimulator enclosure. Opening the enclosure can cause 
bodily harm and damage to the stimulator.

• Do not try to open the compartment on the back of the CFS 2.0 stimulator.

• Do not try to use any batteries other than the rechargeable battery that 
comes installed in CFS 2.0.

• Do not try to connect the StimPatch™ to any device other than the CFS 2.0 
stimulator.

• Do not connect the treatment cable to any device other than the CFS 2.0 
stimulator and the StimPatch™.

• Your psychological state and any drugs you take may impact how CFS 2.0 
affects you.

• CFS 2.0 is electrical medical equipment and should only be used in 
accordance with the instructions provided in this manual.

• Portable and mobile Radio Frequency communications equipment may 
affect the performance of CFS 2.0.
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Adverse effects 
An adverse effect is a reaction that is probably related to using CFS 2.0. Anticipated 
adverse effects associated with CFS 2.0 include the following:

• Loss or modification of treatment

• Discomfort

• Increased radiating pain

• Aches or pains in extremities

• Numbness, tingling, lightheadedness, nausea, palpitations, or anxiety

• Shock

• Burns

• Scratches

• Skin irritation

• Skin infection

Tips for skin care
People with sensitive skin may develop skin irritation where the StimPatch™ is 
placed. To prevent or limit skin irritation, follow these guidelines:

• Avoid placing the StimPatch™ over open wounds, lesions, or infected or 
inflamed areas.

• Before each treatment, clean your skin with the provided antiseptic 
towelettes. Allow your skin to dry before applying the StimPatch™.

• Do not apply any lotion or oil after cleaning your skin.

• Your CFS 2.0 system is for your use only. To reduce your risk of skin 
reactions and disease transmission, do not share it with anyone. 

If you develop skin irritation, stop using CFS 2.0 and contact your doctor 
immediately.
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Contents of the CFS 2.0 system
The contents of the CFS 2.0 system should be in good shape without visible 
damage. Do not use it if any part looks damaged. Call Meagan Medical if any of 
the items are damaged or missing.

Some assembly is required before you take a treatment. Make sure you have all 
of these things before you assemble your CFS 2.0 system:

(A) Box of antiseptic towelettes (Brand may vary from image shown)
(B) Box of 14 single-use StimPatches™
(C) Charger
(D) Treatment cable
(E) Belt clip 
(F) CFS 2.0 stimulator
(G) Charging adapter
(H) CFS 2.0 Instructions for Use

Figure 1. Contents of CFS 2.0 
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Belt clip (Optional)

Align the notches on the belt clip arms to the notches on the back of the CFS 2.0 
stimulator, and then press the belt clip against the back of the stimulator. The top 
of the belt clip can point up or down. To remove the belt clip, use your thumb to 
press one of the belt clip arms away from the stimulator (Figure 2).

Figure 2. Removing the belt clip.
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Charging the CFS 2.0 stimulator

IMPORTANT:
You must fully charge your CFS 2.0 stimulator before using it for 
the first time.

When the CFS 2.0 stimulator’s battery gets low, it will display a message telling 
you to charge it, sound an alert tone, and then turn off. If this occurs, charge your 
stimulator before you try to use it again.

The stimulator will tell you to charge the battery approximately every 14 
treatments. When the stimulator is on, you can see an estimate of how much 
charge is left in the top right corner of the screen. When the battery icon is full, 
you have a full charge (Figure 3).

Full battery Low battery  
Figure 3. Battery icons.

Charging your stimulator can take up to 5 hours. 

1. Attach the charging adapter to the bottom of the CFS 2.0 stimulator (Figure 
4, A).

2. Attach the supplied charger to the charging adapter (Figure 4, B).

Figure 4. Attaching the charging adapter (A) and the charger (B).
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3. Connect the charger to a standard power outlet.

4. Let the stimulator charge uninterrupted for 5 hours or until the stimulator 
displays a message that says Fully Charged. 

5. Disconnect the charger and adapter from the CFS 2.0 stimulator.

6. Disconnect the charger from the power outlet. Grasp the charger by its 
main body. Do not pull on the cord.

Warning:  Use of accessories or cables other than those specified, or not 
supplied by Meagan Medical as replacement parts, may result in increased 
emissions or decreased immunity of the CFS 2.0 System.

The CRS 2.0 System is medical electrical equipment.  It needs special 
precautions regarding electromagnetic compatibility (EMC) and needs to be 
installed and put into service according to the EMC information provided in 
this manual.

Guidance and Manufacturer’s Declaration - electromagnetic emissions
The CFS 2.0 System is intended for use in the electromagnetic environment specified 
below. The customer or the user of the CFS 2.0 System should assure that it is used in 
such an environment. 

Emissions test Compliance Electromagnetic environment-guidance

RF emissions
CISPR 11

Group 1 The CFS 2.0 System uses RF energy only 
for its internal function. Therefore, its RF 
emissions are very low and are not likely to 
cause any interference in nearby electonic 
equipment. 

RF emissions
CISPR 11

Class B The CFS 2.0 System is suitable for use in 
all establishments, including domestic 
establishments and those directly 
connected to the public low-voltage power 
supply network that supplies buildings used 
for domestic purposes. 

Harmonic emissions
IEC 61000-3-2

Class A

Voltage fluctuations/
flicker emissions
IEC 61000-3-3

Complies
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Guidance and Manufacturer’s Declaration - electromagnetic immunity

The CFS 2.0 System is intended for use in the electromagnetic environment specified 
below. The customer or the user of the CFS 2.0 System should assure that it is used in 
such an environment. 

Immunity test IEC 60601
test level

Compliance 
level

Electromagnetic environment-
guidance

Electrostatic 
discharge (ESD)
IEC 61000-4.2

± 2, 4, 6 kV 
contact

± 2, 4, 8 kV air

± 2, 4, 6 kV 
contact

± 2, 4, 8 kV air

Floors should be wood, concrete or 
ceramic tile.  If floors are covered 
with synthetic material, the relative 
humidity should be at least 30%.

Electrical fast 
transient/burst
IEC 61000-4-4

± 2 kV for 
power supply 

lines
± 1 kV for 

input/output 
lines

± 2 kV for 
power supply 

lines
± 1 kV for 

input/output 
lines

5/50 - 5 kHz

Mains power quality should be that 
of a typical commercial or hospital 
environment.

Surge
IEC 61000-4-5

± 1 kV line(s) to 
line(s)

± 2 kV line(s) to 
earth

± 1 kV line(s) to 
line(s)

± 2 kV line(s) to 
earth

Mains power quality should be that 
of a typical commercial or hospital 
environment.

Voltage dips, short 
interruptions and 
voltage variations on 
power supply input 
lines
IEC 61000-4-11

< 5% UT
(>95% dip in UT) 
for 0.5 cycle
40% UT
(60% dip in UT) 
for 5 cycles
70% UT
(30% dip in UT) 
for 25 cycles
< 5% UT
(>95% dip in UT) 
for 5 s

 (>95% dip in 
UT) for 0.5 cycle

 (60% dip in UT) 
for 5 cycles

 (30% dip in UT) 
for 25 cycles

 (>95% dip in 
UT) for 5 s

Mains power quality should be that 
of a typical commercial or hospital 
environment.  If the user of the 
CFS 2.0 System requires continued 
operation during power mains 
interruptions, it is recommended 
that the CFS 2.0 System be 
powered from an uninterruptible 
power supply or a battery.

Power frequency 
(50/60 Hz) magnetic 
field
IEC 61000-4-8

3 A/m 3 A/m
50/60 HZ

Power frequency magnetic 
fields should be at levels 
characteristic of a typical location 
in a typical commercial or hospital 
environment.

NOTE   UT  is the a.c. mains voltage prior to application of the test level.
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Guidance and Manufacturer’s Declaration - electromagnetic immunity
The CFS 2.0 System is intended for use in the electromagnetic environment 
specified below. The customer or the user of the CFS 2.0 System should assure that 
it is used in such an environment. 

Immunity 
test

IEC 60601
test level

Compliance 
level

Electromagnetic environment-guidance

Conducted RF
IEC 61000-
4-6

Radiated RF
IEC 61000-
4-3

3 Vrms
150 kHz to 
80 MHZ

3 Vrms
80 MHz to 
2.5 GHz

3 Vrms
150 kHz to 
80 MHz

3 Vrms
80 MHz to 
2.5 GHz
HZ

Portable and mobile RF communications 
equipment should be used no closer to any 
part of the CFS 2.0 System, including cables, 
than the recommended separation distance 
calculated from the equation applicable to the 
frequency of the transmitter.
Recommended separation distance
d=1.2√P

d=1.2√P   80 MHz to 800MHz

d= 2.3√P   80 MHz to 2.5 GHz

where P  is the maximum output power rating 
of the transmitter in watts (W) according to 
the transmitter manufacturer and d is the 
recommended separation distance in meters 
(m).
Field strengths from fixed RD transmitters, as 
determined by an electromagnetic site survey,a 
should be less than the compliance level in 
each frequency range.b 

Interference may occur in the vicinity of 
equipment marked with the following symbol: 

NOTE 1   At 80 MHz and 800 MHz, the higher frequency range applies.
NOTE 2   These guidelines may not apply n all situations.  Electromagnetic propagation is affected 
by absorption and reflection from structures, objects, and people.
a   Field strengths from fixed transmitters, such as base stations for radio (cellular/cordless) telephones and land mobile radios, 

amateur radio, AM and FM radio broadcast and TV broadcast cannot be predicted theoretically with accuracy.  To assess the 

electromagnetic environment due to fixed RF transmitters, an electromagnetic site survey should be considered.  If the measured 

field strength in the location in which the CFS 2.0 System is used exceeds the applicable RF compliance level above, the CFS 

2.0 System should be observed to verify normal operation.  If abnormal performance is observed, additional measures may be 

necessary, such as re-orienting or relocating the CFS 2.0 System.
b   Over the frequency range 150 kHz to 80 MHz, field strengths should be less than 3 V/m
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Recommended separation distances between portable and mobile 
RF communications equipment and the CFS 2.0 System

The CFS 2.0 System is intended for use in an electromagnetic environment in which 
radiated RF disturbances are controlled.  The customer or the user of the CFS 2.0 
System can help prevent electromagnetic interference by maintaining a minimum 
distance between portable and mobile RF communications equipment (transmitters) 
and the CFS 2.0 System as recommended below, according to the maximum output 
power of the communications equipment.

Rated 
Maximum 

output power 
of transmitter 

W

Separation distance according to frequency of transmitter 
m

150 kHz to 80 MHz
d = 1.2 √P

80 MHz to 800MHz
d = 1.2 √P

800 MHz to 2.5 GHz
d = 2.3 √P

0.01 0.12 0.12 0.23

0.1 0.37 0.37 0.74

1 1.17 1.17 2.33

10 3.69 3.69 7.38

100 11.67 11.67 23.33

For transmitters rated at a maximum output power not listed above, the 
recommended separation distance d in meters (m) can be estimated using the 
equation applicable to the frequency of the transmitter, where P is the maximum 
output power rating of the transmitter in watts (W) according to the transmitter 
manufacturer.
NOTE 1   At 80 MHz and 800 MHz, the separation distance for the higher frequency 
range applies.
NOTE 2   These guidelines may not apply in all situations.  Electromagnetic 
propagation is affected by absorption and reflection from structures, objects, and 
people.
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Using the CFS 2.0 system
NOTE: Each StimPatch™ is provided sterile. After you use a patch, discard it with your 
normal household trash, and use a new, sterile patch for your next treatment. Do not 
use a patch more than once. Do not use a patch if the pouch is opened or damaged 
or if its expiration date has passed.

STEP 1: Connecting the StimPatch™ to the treatment cable
1. Tear the notch at the top of the StimPatch™ pouch to open it. Always use 

a new, sterile patch. If you drop the patch before placing it on your skin, 
throw it away and open a new one.

2. The StimPatch™ pouch contains a sheet of foam that protects the pins. 
Hold the foam against the patch to protect the pins while you take the 
patch out of the pouch. 

3. Inspect the treatment cable for damage. If it is damaged, call Meagan 
Medical for a new cable. Otherwise, push the tail of the StimPatch™ into 
the treatment cable connector until it snaps in place (Figure 5). 

Figure 5. Attaching the treatment cable to the StimPatch™.

STEP 2: Preparing your skin
Your skin has oils, dirt, and germs on it that could cause skin irritation or infection. 
Cleaning your skin before your treatment will help reduce your risk of these 
problems. 

1. Look at the area of your skin that will touch the StimPatch™. If any of your 
skin looks red or infected, do not take a treatment. Call your doctor.

2. If your skin looks clear, open one of the provided antiseptic towelettes and 
clean an area the size of the StimPatch™ over the center of your pain. 

3. Allow your skin to dry. 

Refer to the section Tips for Skin Care on page 7 for tips on reducing skin irritation.
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STEP 3: Placing the StimPatch™
1. Remove the protective plastic liner from the pin side of the StimPatch™ to 

expose the sticky gel.

2. Place the StimPatch™ over the area of your pain (Figure 6). If you have 
trouble reaching, have a caregiver help you place the StimPatch™.

Figure 6. Placing the StimPatch™.

3. Plug the large connector of the treatment cable into the bottom of the CFS 
2.0 stimulator.
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Figure 7 shows the CFS 2.0 system fully assembled. 

Figure 7. The fully assembled CFS 2.0 system.

Before you start your CFS treatment:

 ; Are you using a brand-new single-use StimPatch™?
 ; Have you checked that the patch is securely attached to the treatment cable?
 ; Have you removed the protective plastic liner from the patch? 
 ; Have you cleaned the area of your skin to be treated with an antiseptic 

towelette?
 ; Have you placed the patch over the area of your pain to be treated?
 ; Have you connected the treatment cable to the stimulator?

If you answered YES to all of the above, proceed to the next section.

STEP 4: Taking a treatment 
Sit in a comfortable chair during your 30-minute treatment. Avoid lying down or 
pushing against the StimPatch™. 

If you need to stop your treatment, press the power ( ) button. Stimulation 
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will stop, and the stimulator will ask you whether you want to power off. If you 
press one of the arrow buttons on the left (labeled Power Off), the stimulator 
will turn off. If you press one of the arrow buttons on the right (labeled Resume 
Treatment), the stimulator will automatically increase both TENS and CFS output 
levels over 2 minutes to the levels they were at when you pressed the power 
button.

You can also turn the stimulator off at any time by pressing and holding the 
power ( ) button for 2 seconds.

1. Turn the CFS 2.0 stimulator on by pressing the power ( ) button. 

Figure 8. Powering on the CFS 2.0 stimulator.

2. The stimulator displays the Meagan Medical logo while it starts up. It takes 
between about 6 and 26 seconds to start up. Then it asks you to rate your 
current pain. Use the arrow buttons on the right to rate your pain on a 
scale from 0 to 10.

3. Once you have entered the number that best describes your current pain, 
press Accept.

4. The stimulator displays the main menu. Use the arrow keys on the right 
side of the stimulator to select Auto Ramp, Manual Ramp, or Custom 
Ramp.

Do not remove the StimPatch™ during a treatment. If 
you need to stop your treatment, press the power ( ) 
button on the stimulator.
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Auto Ramp
The Auto Ramp feature automatically increases both TENS and CFS intensity 
levels over 8 minutes to the average levels of the last 2 minutes of your most 
recent treatment. This feature will not be available until you have taken at 
least one treatment using Manual Ramp (below).

1. Use the arrow buttons to highlight Auto Ramp from the main menu, 
and then press Accept.

2. Relax while the stimulator adjusts to the highest levels you selected 
during your most recent treatment. This adjustment will take about 8 
minutes. During this time, the stimulator will display the word, Warm-
up in the center of the screen. After 8 minutes, a timer will appear on 
the screen and begin counting down from 30 minutes. 

• If you do not press any buttons for 30 seconds, the stimulator 
will lock to prevent accidental key-presses from changing your 
treatment. To lock the stimulator yourself, press the lock button     
( ). To unlock the stimulator, press the lock button ( ), or press 
any other button twice in a row.

• To regain control over the intensity levels at any time, unlock 
the stimulator and then press any of the arrow buttons. The 
stimulator will immediately switch to Manual Ramp (see below).

Manual Ramp
1. Select Manual Ramp from the main menu, and then press Accept. 

You may also enter Manual Ramp mode by changing the TENS or CFS 
intensity levels during Auto Ramp mode or Custom Ramp mode.

2. Use the arrow buttons on the left to adjust the TENS level to a 
comfortable setting.

3. Use the arrow buttons on the right to adjust the CFS level as high as 
you can without causing too much pain.

4. Repeat steps 2 and 3 until the CFS level is 33 or higher. The stimulator 
will display the word, Warm-up until you increase your CFS level to 33 
or until 15 minutes have passed. After this time, a timer will appear on 
the screen and begin counting down from 30 minutes. 

• If you do not press any buttons for 30 seconds, the stimulator 
will automatically lock to prevent accidental key-presses from 
changing your treatment. To lock the stimulator yourself, press the 
lock button ( ). To unlock the stimulator, press the lock button 
( ), or press any of the arrow buttons twice.
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• To regain control over the treatment levels at any time, unlock the 
stimulator and then press any of the arrow buttons. 

• If your CFS level is below 33, the stimulator will beep and display a 
message every 2 minutes to remind you to increase the CFS level. 
These messages will continue until you increase your CFS level to 
at least 33 or until 15 minutes after the warm-up.

Custom Ramp
Custom Ramp plays back the first 15 minutes of your saved custom ramp. 
You can replace the saved custom ramp by switching to Manual Ramp on any 
treatment (see Finishing your treatment below). This feature is unavailable 
until you have taken at least one treatment using Manual Ramp (above).

1. Use the arrow buttons to highlight Custom Ramp from the main menu, 
and then press Accept.

2. Relax while the stimulator plays back all of the adjustments you made 
during the first 15 minutes of your saved custom ramp. The stimulator 
will display the word, Warm-up until your CFS level reaches 33 or until 
15 minutes have passed. After this time, a timer will appear on the 
screen and begin counting down from 30 minutes. 

• If you do not press any buttons for 30 seconds, the stimulator 
will automatically lock to prevent accidental key-presses from 
changing your treatment. To lock the stimulator yourself, press the 
lock button ( ). To unlock the stimulator, press the lock button      
( ), or press any other button twice.

• To regain control over the treatment levels at any time, unlock 
the stimulator and then press any of the arrow buttons. The 
stimulator will immediately switch to Manual Ramp (see above). 

• If your CFS level is below 33, the stimulator will beep and display a 
message every 2 minutes to remind you to increase the CFS level. 
These messages will continue until you increase your CFS level to 
at least 33 or until 15 minutes after the warm-up.

Finishing your treatment
1. When your treatment is complete, the stimulator will beep and then 

display a message that your treatment is complete. 

• If this is the first treatment you’ve taken with this stimulator, it 
will save this treatment as your custom ramp (see Custom Ramp 
above). 
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• If this is not your first treatment and you made any changes to the 
TENS or CFS levels during the first 15 minutes of your treatment, 
the stimulator will ask whether you want to overwrite your saved 
custom ramp. Press one of the arrow keys on the left to overwrite 
your custom ramp or one of the arrow keys on the right to keep 
your old custom ramp.

2. The stimulator will ask you to rate your current pain. Use the arrow 
buttons to rate your pain, and then press Accept. The stimulator will 
turn off automatically.

3. Disconnect the stimulator from the treatment cable.

4. Remove the StimPatch™ from your skin. To prevent scratches, avoid 
dragging it across your skin.

5. Unplug the StimPatch™ from the treatment cable. Place the foam liner 
over the pins. Place the patch back in its pouch and throw it away.

Customizing the CFS 2.0 stimulator
The CFS 2.0 stimulator allows you to adjust the treatment length, volume, 
brightness of the screen, language, and collection of pain ratings. 

1. Turn the CFS 2.0 stimulator on by pressing the power ( ) button on the 
front of the stimulator. The stimulator displays the Meagan Medical logo 
while it starts up, and then it asks you to rate your current pain. 

2. Press one of the arrow buttons on the left side of the stimulator to skip the 
pain-rating screen. The stimulator displays the main menu. 

3. Use the arrow keys on the right side of the stimulator to select Options, 
and then press Accept. The Options menu has 3 items:

• Timer: Adjusts the length of your CFS 2.0 treatments

• Volume: Adjusts the volume of key-press tones

• Brightness: Adjusts the brightness of the LCD screen

• Language: Allows you to select a different language

• Pain Rating On/Off: Changing this option to Off will prevent your CFS 
2.0 stimulator from asking you to rate your pain at the beginning and 
end of each treatment 

4. When you are finished configuring your CFS 2.0 stimulator, select Main 
Menu from the Options menu or turn the stimulator off by pressing and 
holding the power ( ) button for 2 seconds.
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How to store the CFS 2.0 system between uses
Store the CFS 2.0 system, including all components and accessories, at room 
temperature and out of the reach of children. Store the CFS 2.0 stimulator, belt 
clip, treatment cable, charging adapter, and charger in the provided carrying 
case.

Each StimPatch™ is good for one use only. Use a new StimPatch™ for every 
treatment.

How to clean the CFS 2.0 system
If the CFS 2.0 stimulator or treatment cable becomes dirty, wipe it with a clean 
damp cloth. The CFS 2.0 system is not waterproof. If any part gets wet or is 
submerged in liquid, call Meagan Medical.

Disposal of accessories
The antiseptic towelettes can be thrown away after use.

After you take a treatment, place the foam liner over the pins on the StimPatch™, 
place the patch back in the pouch, and throw it away with your normal household 
trash.

To dispose of the CFS 2.0 stimulator, follow your local regulations for recycling 
electronic equipment.

If you need additional supplies, contact Meagan Medical.
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Alert and feedback tones
Alert tones
The stimulator will emit a loud, sharp alert tone when any of these problems 
occur:

• Your CFS level is below 33 during a treatment

• There is a problem with the stimulator

• You try to take a treatment while the stimulator is not properly connected 
to the treatment cable or StimPatch™.

You cannot change the volume for the alert tones.

Feedback tones
The stimulator uses a softer tone to give you feedback while you are using it. 
The feedback tones frequently occur when you press buttons. They always occur 
when you finish a treatment. 

You can change the volume for the feedback tones (see “Customizing the CFS 2.0 
stimulator” on page 21).
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Troubleshooting
If you have problems with any part of the CFS 2.0 system, do not try to repair it 
yourself. Call Meagan Medical for help.

Problem: The LCD screen on the CFS 2.0 stimulator is dim or does not light 
up, or the stimulator will not turn on.

Solution: Charge the device for 5 hours before taking a treatment. If the 
problem persists, call Meagan Medical: +1 360-882-2332

Problem: The buttons are not working.
Solution: Contact Meagan Medical. 
Problem: The stimulator displays a message that says PLEASE CHECK 

CONNECTION.
Solution: Look at the diagram on the LCD screen, and check the indicated 

connection. If the diagram shows an arrow pointing to the 
StimPatch™, make sure you have removed the plastic liner and 
that the patch is pressed against your skin.

Problem: While charging, the stimulator displays the error message, “NOT 
CHARGING CHECK CONNECTIONS.”

Solution: Make sure the charging adapter is attached to the stimulator and 
the charger is attached to the charging adapter.

Problem: While charging, the stimulator displays the error message, 
“BATTERY PACK NEEDS REPLACEMENT. CONTACT MEAGAN 
MEDICAL.”

Solution: Call Meagan Medical.
Problem: The CFS 2.0 stimulator enclosure is opened or damaged.
Solution: Do not use the CFS 2.0 stimulator if the enclosure is open or 

damaged. Contact Meagan Medical: +1 360-882-2332
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CFS 2.0 system specifications
The StimPatch™ has 14 channels connected by a cable to 14 cathode pins on the face 
of the patch. The pins are approximately 0.35 mm long. The channels are successively 
activated to deliver stimulation pulses to individual pins. In addition to the 14 pin 
channels, the patch has 6 gel transcutaneous electrodes, used to deliver TENS therapy 
and to complete the circuit for the pin channels.

CFS 2.0 stimulator
Power source:  Two 1.5-volt batteries (AA/LR6)
Dimensions:  3.13” x 5.25” x 1.19” (81 x 133 x 33 millimeters)
Weight:  241 grams (8.5 oz.) with rechargeable battery pack
Projected useful life: 5 years
Ingress Protection type 22 device. Protection against harmful ingress by objects 
larger than 12.5mm and water dripping on the enclosure for 10 minutes when 
the enclosure is tilted at 15°.
The rechargeable battery pack can withstand 300 charge/discharge cycles. If the 
stimulator cannot deliver more than 3 treatments per charge and fewer than 
14 days have passed since the last full recharge, it will display an error message 
instructing the user to call Meagan Medical for a replacement battery.

CFS 2.0 stimulator: CFS output
Output Channels:  14
Output current: 0-1.2 mA
Pulse form:  Modified monophasic square pulse
Pulse duration:  1 millisecond
Stimulation frequency:  4 cycles per second per channel 

1ms
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CFS 2.0 stimulator: TENS output
Output Channels:  1
Output current:  0-70 mA
Pulse form:  Balanced biphasic asymmetric square wave
Pulse duration:  200 microseconds (fixed)
Stimulation frequency:  Modulated between 20Hz and 40Hz every ½ second

200μs

Charger
Input: 100-240 50/60, 300mA
Output: 5Vdc, 1A max
CFS 2.0 is internally powered by a 2.4V 1.9 Ah NiMH battery.

StimPatch™
Dimensions:  3.625” x 7” (93 X 180 millimeters) 
StimPatch™ does not contain latex.

Antiseptic towelettes 
Surface materials: Isopropyl alcohol

Operating conditions for CFS 2.0 stimulator
Operating Temperature:  60 – 105°F (15 - 40°C)
Operating Relative Humidity:  5%-95% RH, non-condensing 
Store the system components in a cool dry place.
Do not store or transport the CFS 2.0 stimulator in conditions colder than -20°C 
or warmer than 70°C (-4°F to 158°F) at relative humidity up to 93%.

Operating conditions for StimPatch™
Do not store the StimPatch™ in conditions colder than 5°C or warmer than 27°C 
(41°F to 80.6°F).

Specifications listed are nominal values.
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Classification of CFS 2.0 device (Medical Electrical [ME] Equipment):
Protection against electric shock: Internally powered medical equipment when 
CFS 2.0 is battery operated and class II medical equipment when charger is 
connected to CFS 2.0 for charging batteries. Type BF applied part.

Protection against harmful ingress of water or particulate matter: IP22 for the 
CFS 2.0.

Mode of operation: Continuous

Not suitable for use in an enhanced oxygen environment.
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Appendix A: Glossary of symbols

Button used to turn CFS 2.0 stimulator on and off or into standby 
mode.

i Consult Instructions for Use.

Electrical safety type BF applied part Internal powered, floating 
ground.  Can be brought into contact with user. 

Manufacturer of the device.

IP22
Ingress Protection Type 22 device. Protection against harmful 
ingress by objects larger than 12.5mm and water dripping on the 
enclosure for 10 minutes when the enclosure is tilted at 15°.

f Serial number of device.

g Lot/batch code.

IK
Sterilized using irradiation.

H
Use-by date (YYYY/MM).

h
Catalog number.

D
Do not reuse.

B
Do not re-sterilize.
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L
Do not use if package is damaged.

l
Do not expose to temperatures outside the specified range.

m
Do not expose to humidity outside the specified range.

Please recycle.

Dispose of properly. Do not throw item in the trash.

C
CE marking of conformity as defined in the medical device 
directives.

y
Authorized representative in the European community.
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