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STERILE R

Sterilized using irradiation.

REF

Product number.
Caution: Federal law restricts this device to sale by or on the
order of a physician.
Consult Instructions for Use.
For one time use only. Do not reuse.
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Do not resterilize.

STERILIZE

Do not use if package is damaged.
Expiry date.
Manufacturing date.
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LOT

Lot number.

QTY

Quantity.
Dispose as ordinary potentially biohazardous material in accordance with accepted medical practice and applicable local, state
and federal laws and regulations.
The integrated pump contains a lithium battery. The pressure
reading on the digital display requires the battery to be permanently affixed and the manometer house to be sealed, which,
according to Directive 2006/66/EC Article 11, exclude the battery
from the requirement to be possible to remove.

LATEX-FREE

Compression Time Example

Keep away from heat sources.

Max. 20 mmHg
Suprasystolic
Systolic BP

Palpable Pedal Pulse

Remove Arterial
Sheath

20865 Rev. E 2012-11

Diastolic BP

-20
mmHg

60–80 mmHg

REF C11165
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Femoral Compression System

Femoral Compression System.
Manufacturer.
Keep dry.

LATEX-FREE

Made in Sweden

60–180**

Made in Sweden

Made in Sweden.

Explanation of message codes on pump display

0 mmHg
1–3*

Remove protective lid before use.

STERILIZE

-20
mmHg

<1

Remove protective lid before use

QTY 1

≈30 mmHg

Minutes

Latex free.

A message as described in table 1 may appear on the display. Proceed according to the instructions provided.

>10

Table 1. Message codes
Message code

Description

Action

* After max three minutes: lower to mean arterial pressure. Check pedal pulse.
** The length of compression depends on factors which vary, such as sheath size and anticoagulation status.

---

The pump is activating
(normal condition).

Wait until “0” is shown on the display. When “0” is shown on
the display, the activation sequence is complete and the pump
is ready to be used.

Note: If there is a venous sheath, inflate the dome to 20–30 mmHg and remove.
To minimize the risk of AV-fistula formation, venous hemostasis should be achieved prior to removal of
the arterial sheath.

HHH

Pressure reading out of
range.

Open the control knob and decrease the pressure.

E01

A pressure sensor error
has been detected.

Do not use device. Replace the device with a new unit.

WARRANTY DISCLAIMER (US ONLY)

E02

Reactivation attempts have
been detected post 72
hours of initial activation
sequence.

Single use device. Not intended to be reactivated. Use a new
unit.

E03

A software error has been
detected.

Do not use device. Replace the device with a new unit.

E04

Reactivation attempts have
been detected within 72
hours of initial activation
sequence.

Single use device. Not intended to be reactivated. Use a new
unit.

Too low battery voltage
within 72 hours of initial activation sequence.

Do not use device. Replace the device with a new unit.

Although FemoStop Femoral Compression System hereafter referred to as “product, has been
manufactured under carefully controlled conditions, St. Jude Medical Systems AB has no control over
the conditions under which the product is used. St. Jude Medical Systems AB, therefore disclaims
all warranties, both expressed and implied, with respect to the product, including, but not limited to,
any implied warranty of merchantability or fitness for a particular purpose. St. Jude Medical Systems
AB shall not be liable to any person or entity for any medical expenses or any direct, incidental or
consequential damages caused by any use, defect, failure or malfunction of the product, whether
a claim for such damages is based upon warranty, contract, tort or otherwise no person has any
authority to bind St. Jude Medical Systems AB to any representation or warranty with respect to
the product. The exclusions and limitations set out above are not intended to, and should not be
construed so as to contravene mandatory provisions of applicable law. If any part or term of this
Disclaimer of Warranty is held to be illegal, unenforceable or in conflict with applicable law by court
of competent jurisdiction, the validity of the remaining portions of this Disclaimer of Warranty shall
not be affected, and all rights and obligations shall be construed and enforced as if this Disclaimer of
Warranty did not contain the particular part or term held to be invalid.

E05

St. Jude Medical Systems AB
Palmbladsgatan 10
Box 6350
SE-751 35 Uppsala, Sweden
+ 46 (0)18 16 10 00
www.sjm.com
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FemoStop™ Gold
DESCRIPTION

This combination of FemoStop Femoral Compression System consists of an arch with a sterile
pneumatic pressure dome, an integrated pump with a manometer and a belt and is called FemoStop
Gold Femoral Compression System. The pressure dome is placed over the vessel puncture site in the
groin. The belt is placed around the patient. The dome applies mechanical pressure over the vessel
puncture site to induce hemostasis. The pressure of the dome is controlled by the integrated pump
and the manometer. The arch and the belt provide counter pressure for the dome.

INDICATION FOR USE

FemoStop Femoral Compression System is indicated for use in the compression of the femoral artery
or vein after vessel cannulation and in ultrasound-guided compression repair of a femoral artery
pseudoaneurysm.

CONTRAINDICATIONS

WARNINGS

- Do not leave artery completely blocked for more than 3 minutes to prevent limb ischemia.
- Use color Doppler to periodically confirm whether or not flow remains in the vessels.
- Do not leave the system on the patient for inappropriately long compressions, as tissue damage may
be produced.
- A brief interruption at least every three hours of pressure is recommended during long compression
periods (replace compression using FemoStop Femoral Compression System with manual compression during this break to limit new flow into the pseudoaneurym).
- Inappropriately long compression and/or immobilization may increase the risk for thrombosis or
embolization which could lead to patient injury or death.

PRECAUTIONS

Severe peripheral vascular disease due to the risk of arterial thrombosis.
Critical limb ischemia.
Overlying skin necrosis and/or infection.
Arterial injuries above or near the inguinal ligament..
The inability to adequately compress due to e.g. coexisting very large hematomas, excessive pain or
discomfort (despite anesthetics/analgesics).
- Patients not suitable for compression of their femoral artery due to leg edema, femoral nerve compression or arterial obstruction.
- Femoral artery graft or vein graft due to the risk of damage.
- Ultrasound-guided compression repair of infected femoral pseudoaneurysms.

- FemoStop Femoral Compression System should only be used for ultrasound-guided compression repair of a pseudoaneurysm in the femoral artery, by physicians trained in the treatment of
pseudoaneurysms.
- Remove any residual ultrasound gel from the skin overlying the point to be compressed as it may
cause the system to slip out of position during the application of pressure.
- Exceeding pressures of 200mmHg may indicate the need to tightly secure the belt or reposition the
arch.

ADVERSE EVENTS

1. Start by activating the pump. Prior to activating the pump, loosen the control knob to enable
pulling the red battery release. PULL the red battery contact release – in the direction of the arrow
(see figure 1). When “---“ is shown on the display, the pump is activating. When “0” is shown on
the display, the activation sequence is complete and the pump ready to use.

-

Possible adverse effects that may result from the use of this device include but are not limited to:
Tissue necrosis
Blistering of the skin/skin abrasion
Compression injuries to nerves with subsequent sensory and motor deficits
Femoral artery and/or vein thrombosis
Embolization
Bleeding or hematoma
Arterio-venous fistula or pseudoaneurysm
Acute distension or rupture of a pseudoaneurysm during compression repair

WARNINGS

- For one time use only. Do not reuse or resterilize. Do not use if the original sterile package is not
intact. Inspect the system carefully prior to use to verify that all parts are present and undamaged.
- Reuse after cleaning attempts, resterilization and repackaging may result in patient/user infections,
product deterioration leading to, e.g. reduced concentration of dome pressure, causing bleeding. Do
not disassemble or attempt to repair the system.
- Adequate compression may not be obtained in markedly obese patients.
- Avoid releasing pressure suddenly to reduce any risk of flushing thrombotic material into the artery.
Release of thrombotic material may result in embolization which could lead to patient injury.
- Do not leave the system on the patient for inappropriately long compressions, as tissue damage may
be produced. A brief interruption at least every three hours of pressure is recommended during long
compression periods. Inappropriately long compression and/or immobilization may increase the risk
for thrombosis or embolization which could lead to patient injury or death.
- If arterial/venous hemostasis is not achieved, significant bleeding may occur which could result in
patient injury or death.
- While removing the sheath, ensure that the pressure applied is kept low, so that damage to the vessel or a “milking” effect is avoided. Allowance for slight bleeding at the site is preferred to preclude
introduction of thrombus to the vessel.
- Do not leave artery completely blocked for more than 3 minutes to prevent limb ischemia. Check
pedal pulse periodically to confirm whether or not flow remains in the vessels.
- To minimize the risk for arterial/venous fistula formation, venous hemostasis should be achieved
prior to removal of the arterial sheath.
- Do not apply pressure to a femoral artery stent due to risk of damage.

PRECAUTIONS

- FemoStop Femoral Compression System should only be used for compression of the femoral artery
or vein after vessel cannulation by or on the order of physicians trained in femoral artery or vein
compression procedures.
- Federal (USA) law restricts this device to sale by or on the order of a physician.
- When removing the sheath for an Intra-Aortic Balloon Pump (IABP), the Instruction for Use for the
IABP should be followed as appropriate.
- For successful compression, the system must be snug and secure around the patient’s hips before
pressure is applied. Do not over-tighten the belt.
- For successful compression, the system must be correctly positioned throughout the procedure so
that pressure is applied to the point intended.
- On very obese patients, it may be necessary to tighten the belt slightly more to enhance downward
compression.
- When using the system on obese patients, fatty tissue may be displaced giving a false impression of
a developing hematoma.
- Placement of the system may not be suitable on large patients, or patients with very wide hips as the
belt may be too short. An abdominal strap/tape may be used to pull excessive adipose tissue away
from dome.
- The target inflation pressure should be 10-20mmHg above the systolic pressure, or higher if necessary to control the bleeding. Exceeding pressures of 200mmHg may indicate the need to tighten the
belt or reposition the dome.
- Careful monitoring of the dome pressure during the initial period of use is recommended, as the
elastic material of the dome may stretch slightly during the first few minutes. You may notice a slight
drop in pressure on the manometer. If this occurs, reinflate to initial pressure.
- Ensure that the control knob on the pump is closed when increasing the pressure and open when
decreasing the pressure.
- Ensure that the pinch clamp is open when increasing or decreasing the pressure.
- Use of FemoStop Femoral Compression System is not intended to replace careful monitoring of the
patient’s puncture site. The patient should not be left completely unattended during the time of
compression.
- The compression system is for single use only.
- Avoid exposing the pump to any liquid.
- After use, this product may be a potential biohazard. Handle and dispose of all such devices in
accordance with accepted medical practice and applicable local, state and federal laws and regulations.
Additional warnings and precautions for ultrasound-guided compression repair of a pseudoaneurysm in the femoral artery

FemoStop™ Gold
Femoral Compression System

DIRECTION FOR USE FOR COMPRESSION OF THE FEMORAL ARTERY OR VEIN
AFTER VESSEL CANNULATION

Note: If an error code appears on the display (E01, E02, E03, etc.) an error has occurred. Replace FemoStop Femoral Compression System with a new one. See table 1 for more information.
Caution: The pump software will automatically shut down 72 hours after activation and will
show an error code if any attempts to reactivate. If an error code shows or the display goes
blank before or during use, replace the device with a new unit.
Caution: Ensure that the control knob on the pump is closed when increasing the pressure and
open when decreasing the pressure.
Caution: Ensure that the pinch clamp is open when increasing or decreasing the pressure.
2. Prior to sheath removal, place belt under and around the patient’s hips, so that it is pulled up
equally on both sides and is directly in line with the puncture sites (see figure 2). Check that the
belt has not become twisted or folded under the patient
3. Carefully examine the puncture site area for any pre-existing hematomas.
4. Note patient’s current blood pressure to determine proper initial inflation pressure.
5. Check pedal pulse to determine what is a normal pedal pulse for the patient.
6. Remove the protective lid from the sterile surface of the dome. Be careful to maintain sterility of
the dome (see figure 3).
7. Palpate the entrance site of the sheath(s) at the femoral artery/vein and place the center of the
dome superior and medial to skin incisions, in order to ensure that the dome is positioned over
the actual arterial puncture site (see figure 4). Withdraw the introducer hubs about 2 cm or just
enough to clear the rim of the dome.
Note: The specific position of the arterial puncture site relative to the skin incision will vary
depending on the angle of insertion of the introducer sheath and the distance from the skin to
artery.
8. Thread the belt through the locks at either end of the arch by fully compressing the levers.
9. Adjust the belt to a snug but comfortable fit around the patient (see figure 5). The arch should lie
level and squarely across the groin area.
10. To remove the venous sheath make certain the control knob of the pump is closed and begin to
inflate the dome to 20 or 30mmHg (see figure 6). Remove the venous sheath at between
20-30mmHg. Add extra pressure if needed to control any bleeding.
Caution: Ensure that the pinch clamp is open when increasing or decreasing the pressure.
Warning: While removing the sheath, ensure that the pressure applied is kept low, so that damage
to the vessel or a “milking” effect is avoided. Allowance for slight bleeding at the site is preferred
to preclude introduction of thrombus to the vessel.
Warning: To minimize the risk for arterial/venous fistula formation, venous hemostasis should be
achieved prior to removal of the arterial sheath.
11. To remove the arterial sheath, begin to increase pressure to 60 – 80mmHg. Withdraw the arterial
sheath at between 60-80mmHg (see figure 7). As soon as the arterial sheath has been removed,
continue to increase the pressure to 10 – 20mmHg above systolic or higher as necessary to
maintain initial hemostasis.
Note: If “HHH” is shown on the display, too much pressure has been applied. Open the control
knob and decrease the pressure immediately.
Caution: Ensure that the pinch clamp is open when increasing or decreasing the pressure.
12. Maintain initial hemostasis pressure for about 1- 3 minutes.

16. Carefully loosen the belt on the puncture side of the patient (without totally removing it from the
arch) and gently roll the dome off the site. Without completely removing the belt, move the arch
so that it is clear of the area. This will allow better visibility of the sites and still provide the control
needed to quickly reposition and recompress the sites if needed. Once hemostasis is achieved,
remove FemoStop Femoral Compression System.
Warning: If arterial/venous hemostasis is not achieved, significant bleeding may occur which
could lead to patient injury or death.
17. After use, this product may be a potential biohazard. Handle and dispose of all such devices
in accordance with accepted medical practice and applicable local, state and federal laws and
regulations. Contains a battery. Must not be exposed to explosive (sterilization) gases.

DIRECTION FOR USE FOR ULTRASOUND-GUIDED COMPRESSION REPAIR OF A
PSEUDOANEURYSM IN THE FEMORAL ARTERY

1. Start by activating the pump. Prior to activating the pump, loosen the control knob to enable
pulling the red battery release. PULL the red battery contact release - in the direction of the arrow
(see figure 1). When “---“ is shown on the display, the pump is activating. When “0” is shown on
the display, the activation sequence is completed and the pump is ready to use.
Note: If an error code appears on the display (E01, E02, E03, etc.) an error has occurred. Replace FemoStop Femoral Compression System with a new one. See table 1 for more information.
Caution: The pump software will automatically shut down 72 hours after activation and will show
an error code if any attempts to reactivate. If an error code shows or the display goes blank before
or during use, replace the device eith a new unit.
Caution: Ensure that the control knob on the pump is closed when increasing the pressure and
open when decreasing the pressure.
Caution: Ensure that the pinch clamp is open when increasing or decreasing the pressure.
2. Prior to use, carefully examine the puncture site area for any pre-existing hematomas and ensure
proper placement of the arch. This may be difficult in larger patients due to adipose tissue in this
region.
3. Note patient’s current blood pressure to determine proper inflation pressure.
4. Check pedal pulse to determine what is a normal pedal pulse for the patient.
5. Administer appropriate anesthetics/analgesics.
6. Prior to applying FemoStop Femoral Compression System, use color Doppler to confirm that there
is no evidence of vein thrombus. Before the system is applied, it is important to accurately demarcate the pseudoaneurysm, its neck and the femoral artery. With color Doppler try to locate the
pseudoaneurysm, its neck and the femoral artery. Carefully examine these areas for the presence
of flow.
7. Using the ultrasound transducer, confirm that it is possible to eliminate blood flow into the
pseudoaneurysm. Determine the area to be compressed to achieve this and mark, using a pen or
tape, the corresponding site on the overlying skin. Accurate placement of the system is particularly important in large pseudoaneurysms, e.g. >4cm.
8. Place belt under and around the patient’s hips, so that it is pulled up equally on both sides and
is directly in line with the point to be compressed. Check that the belt has not become twisted or
folded under the patient.
9. Thread the belt through the locks at either end of the arch by fully compressing the levers.
10. Wipe away any excess ultrasound gel from the patient’s skin before applying the dome.
11. Remove the protective lid from the sterile surface of the dome. Be careful to maintain sterility of
the dome area.
12. Rest the sterile surface of the dome on the patient’s skin and position the center of the dome over
the marking on the skin.
13. Adjust the belt to a snug but comfortable fit around the patient. The arch should lie level and
squarely across the groin area.
14. With FemoStop Femoral Compression System now in place, use color Doppler to confirm that the
dome is correctly positioned for proper compression.
15. Adjust the pressure applied by using the pump, so that flow to the pseudoaneurysm ceases, while
control of the flow in the femoral artery and vein is maintained as much as possible (confirm using color Doppler and by checking for a pedal pulse).
Warning: Do not leave artery completely blocked for more than 3 minutes to prevent limb
ischemia. Use color Doppler to periodically confirm whether or not flow remains in the vessels.
Note: If “HHH” is shown on the display, too much pressure has been applied. Open the control
knob and decrease the pressure immediately.
Caution: Ensure that the pinch clamp is open when increasing or decreasing the pressure.
Note: A compression cycle should typically consist of a 20-minute interval, followed by the release
of pressure and the use of color Doppler ultrasound to determine the status of the pseudoaneurysm and the need for further treatment.
Warning: Avoid releasing pressure suddenly to reduce any risk of flushing thrombotic material into
the artery. Release of thrombotic material may result in embolization which could lead to patient
injury.

Warning: Do not leave artery completely blocked for more than 3 minutes to prevent limb
ischemia. Check pedal pulse periodically to confirm whether or not flow remains in the vessels.
13. Reduce the pump pressure to maintenance pressure by opening the valve until limb perfusion is
restored to baseline and hemostasis is maintained. Check for a pedal pulse.
Warning: Avoid releasing pressure suddenly to reduce any risk of flushing thrombotic material into
the artery. Release of thrombotic material may result in embolization which could lead to patient
injury.
14. Continue the maintenance pressure according to facility guidelines specified for the type of
patient, anticoagulant level, the interventional procedure performed, and the sheath French size
used.

16. When there is an indication of thrombosis of the pseudoaneurysm, gradually release pressure
under ultrasound guidance.
17. FemoStop Femoral Compression System can be left in place at very low pressure to prevent new
flow into the pseudoaneurysm.

15. Once the above duration of time has elapsed, gradually lower the pressure in steps of 10 – 20
mmHg, as long as hemostasis is maintained, and observe the site for 2 – 3 minutes (see figure 8).
Continue in this fashion until the dome is completely deflated. After a few minutes of observation
at zero-pressure, either proceed to remove the system as described below or leave it in place at
very low pressure as long as necessary to ensure continued hemostasis. FemoStop Femoral Compression System still permits visualization of the skin incision site, and adjustment of pressure and
position.

18. Follow up the procedure by checking the status of the pseudoaneurym using color Doppler.
19. Once the pseudoaneurysm is totally thrombosed, remove FemoStop Femoral Compression System from the patient.
20. After use, this product may be a potential biohazard. Handle and dispose of all such devices
in accordance with accepted medical practice and applicable local, state and federal laws and
regulations. Contains a battery. Must not be exposed to explosive (sterilization) gases.

Warning: Do not leave the system on the patient for inappropriately long compressions, as tissue
damage may be produced. A brief interruption at least every three hours of pressure is recommended during long compression periods. Inappropriately long compression and/or immobilization may increase the risk for thrombosis or embolization which could lead to patient injury or
death.
Note: If the puncture site oozes blood as pressure is reduced, raise the pressure slightly. If significant bleeding occurs (and the clot has been washed away) it is necessary to raise the pressure
above the systolic pressure and start the procedure again.

Warning: Do not leave the system on the patient for inappropriately long compressions, as
tissue damage may be produced. A brief interruption at least every three hours of pressure is
recommended during long compression periods (replace compression using FemoStop Femoral
Compression System with manual compression during this break to limit new flow into the pseudoaneurym). Inappropriately long compression and/or immobilization may increase the risk for
thrombosis or embolization which could lead to patient injury or death.

