Next Generation Autologous Adipose Tissue Technology

Experience the Difference
®
of LIPOGEMS Technology
Technique Guide
For the Repair, Replacement, Reconstruction, and Support of Damaged or Injured Tissue
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Introduction
The LIPOGEMS® System uses a novel, point-of-care device that
optimizes the patient’s own adipose tissue. The specially-designed
device uses only saline to reduce and remove impurities that may cause
inflammation (blood, oil, and cell debris) and concentrates the adipose
tissue clusters.
The patient’s LIPOGEMS® is a live, concentrated adipose tissue transfer
that has a preserved cell and tissue microarchitecture which contains
the structural components and microvasculature including pericytes,
adipocytes, stem cells, and other cells that are essential to help facilitate
a healing environment.
A variety of studies over many decades have been conducted exploring
the healing and reparative potential of fat and its ability to aid in the
support, reconstruction, and repair of injured or damaged tissue.
Research has shown that regardless of a patient’s age, their fat
maintains certain reparative properties unlike other tissues such as
bone marrow, which may lose healing capacity with age1,2. In addition
to this scientific support for using this type of autologous tissue, there
are practical benefits to using adipose tissue as an adjunct to an
arthroscopic or orthopaedic surgery.
Adipose tissue is accessible or abundant in most patients, requires only
a minimally-invasive procedure to harvest, and is obtained from an
autologous source, limiting the risk of rejection or infection.

Key Features of the LIPOGEMS® Device:
The LIPOGEMS® device gently washes away inflammatory impurities (blood, oil,
and cell debris) using saline and progressively resizes the adipose tissue to create
an optimal size to inject the LIPOGEMS® precisely into desired treatment locations
by the physician to support the area as it heals.
• Compliance: Only compliant and FDA-cleared method that gently
micro-fragments the adipose tissue while preserving the cell and tissue
micro-architecture
• Convenience: Disposable, closed-loop system processing kit containing
all necessary harvesting tools that is convenient for a clinic or outpatient
surgical setting
• Easily Injected and Stays Where It is Put: Result is a flowable
structural tissue graft that can be injected through a small gauge needle
• Total Procedure Time:
– Patient: < One hour from prep to injection;
– Physician: 20-40 minutes

• Applicability: FDA-cleared in orthopaedic surgery and arthroscopic surgery
• Economical:
– The system contains all the necessary harvesting tools without the need for
additional equipment such as a centrifuge, freezer, vent hood or enzymes
– Produces substantial volume of the microfragmented adipose tissue for
patients that may require multiple injections for treatment sites on the body

1 Bosetti, M., Borrone, A., Follenzi, A., Messaggio, F., Tremolada, & Cannas, M. (2015).Human lipoaspirate as autologous injectable active scaffold for one-step repair of cartilage defects. Cell Transplantation.doi: 10.3727/096368915X689514
2 Crisan, M., Yap, S., Casteilla, L., Chen, C., Corselli, M., Park, T. S., . . . Péault, B. (2008). A Perivascular Origin for Mesenchymal Stem Cells in Multiple Human Organs. Cell Stem Cell, 3, 302.doi: 10.1016/j.stem.2008.07.003
3Tremolada, C., Colombo, V., & Ventura, C. (2016). Adipose Tissue and Mesenchymal Stem Cells: State of the Art and LIPOGEMS®® Technology Development. Curr Stem Cell Rep, 2, 304-312.doi: 10.1007/s40778-016-0053-5
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Components
Kit Items
A. (1) Processing Unit Canister – 60mL or 240mL
Pre-assembled processing canister connected to waste
collection bag by drain line with saline bag access port dart

B. (1) Blunt Infiltration Cannula – 17G x 185mm
Elongated infiltration cannula to be used for anesthetic dispersion
into harvest site (contains 6 small bore holes at tip of cannula)

C. (1) Blunt Lipoaspiration Cannula – 13G x 185mm
Elongated harvesting cannula to be used for harvesting adipose
tissue from harvest site (contains 6 lateral oblong bores at tip
of cannula)

D. (1) VacLok® 20mL Polycarbonate Vacuum Syringe
To be used for the harvesting of lipoaspirate in connection
to the Blunt Lipoaspiration Cannula

E. (2) 60mL Luer-Lok® Tip Syringe
To be used for the infiltration of anesthetic into the harvest site;
Additional used for retention of tissue volume prior to processing
in canister

F. (4) 10mL Luer-Lok® Tip Syringe
To be used for the collection of saline and LIPOGEMS® in the final
steps of the processing

G. (3) 1mL Luer-Lok® Tip Syringe
To be used for precise infiltration of LIPOGEMS® into treatment site

H. (2) Female-to-Female Luer Lock Syringe
Transfer Connectors
To be used for transferring tissue between syringes
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Materials Needed

Other Suggested Ancillary Materials for LIPOGEMS® Procedure
Quantity Item

Purpose

Additional Required Materials

1

Sterile drape or mayo drape

For table/mayo stand

1

Drapes (preferably with adhesive)

For tissue harvest site

(not included in kit)

1

IV pole

To hang saline bag for washing

(1) Saline Bag (IV bag 0.9% Sodium Chloride) –

1

Sterile bowl or basin

For decanting excess fluid and syringes

THIS WILL BE CONNECTED TO DEVICE FOR WASHING TISSUE

Sterile guaze (4x4 size)

Sterile field usage

Note: Do not substitute Lactated Ringer’s or other p
hysiologic solution

10-20

18G – 22G needles

Injection (depends on physician preference)

1

18G needle

For mixing anesthetic fluid

1

25G needle

For superficial injection

2

60mL syringes

For mix of anesthetic solution and infiltration

1

No. 11 blade

For mini-incision

1

Skin marker

For marking harvesting site

2-3

Chloraprep (large sponge swabsticks)

For prepping harvest site

Anesthetic Solution Mixture

4+

Alcohol prep pads

For preparing anesthetic solution

(1) 1x 500mL bag – 500mL IV bag injectable normal saline

1-2

Compression bandage or adhesive tape (e.g. Tensoplast)

For wrapping and compressing harvest site

Band-aids

For injection site(s)

Sterile gloves

Sterile procedure

1

Package sterile towels

Sterile field usage

2

ABD pads

For covering incisions on harvest site

1

10mL syringe

For superficial injection

3

3mL syringes

For injection of LIPOGEMS®

2

60mL syringes

For filling with anesthetic solution

1

18G filtered needle

For drawing up epinephrine from glass vial

1

IV bag fluid transfer set

Anesthetic solution transfer to syringes

2

Large tegaderm covering(s)

For covering incisions on harvest site

2

Pack betadine swabs

For injection site(s)

1

Biohazard waste bag or bin

For discarding disposable elements in kit

2-4

2
2-3

– FOR LIPOGEMS® 60 DEVICE, 1000mL IV bag 0.9% Sodium
Chloride, (recommended to have an extra bag available in
case additional is needed)
– FOR LIPOGEMS® 240 DEVICE, 3000mL IV bag 0.9% Sodium
Chloride for irrigation

(1) 50mL bottle – 50mL Lidocaine 2% – plain, without
Epinephrine (may use less if patient is under
general anesthesia in a surgical setting)
(1) 1mL bottle – 1mg/mL Epinephrine (1:1000)
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Indications and Contraindications
LIPOGEMS® Indications

Precautions

• The Lipogems® system is a single-use,
disposable device which is used for the harvesting, processing, concentrating, and transfering of autologous adipose
tissue when such transfer is desired.

• This device is designed to remove localized deposits of excess fat through small
incisions and subsequently transfer the tissue back to the patient. 

• The device is intended for use in orthopedic surgery, arthroscopic surgery, neurosurgery, plastic and reconstructive
surgery, and other surgical specialties.

• The amount of adipose tissue removed should be limited to that necessary to
achieve the desired cosmetic effect.

• The FDA has guided that such tissue must be used for the
repair, replacement, cushioning, and support of damaged or
injured tissues.

• The use of the device is restricted to licensed physicians, trained to perform
procedures for harvesting, processing and grafting subcutaneous adipose tissue. 

LIPOGEMS® Contraindications
• The device must be used only by licensed and trained physicians who are aware of the potential side effects, complications, limitations and contraindications to harvesting procedures of subcutaneous adipose tissue, tissue processing
and subsequent grafting.
• It is not recommended to perform the procedure on patients
suffering from coagulation disorders or in patients under
anticoagulant therapy.

• Results of this procedure will vary depending upon patient age, surgical site, and
experience of the physician.

• Results of this procedure may or may not be permanent.

• Single use device. Do not reuse. The device cannot and must not be re-sterilized or
reused. This device has been designed and produced for a single use. Reuse may
result in contamination, loss of mechanical integrity and malfunction leading to loss of
mechanical functionality and harm to the patient. 
• When loading, do not exceed the maximum volume of tissue, which is 15 ml at a time
for LGD 60 and 80 ml at a time for LGD 240 for a maximum of 2 times in order to avoid
sieve obstruction or other malfunctioning.
• Ensure all components of the device are present. The manufacturer assumes no
responsibility for damages to persons or property if non-original components are used. 
• After use, the device poses a contamination risk, even if cleansed or disinfected.
Avoid accidental direct or indirect contact with contaminated devices. 
• Do not use the LGD 60 and LGD 240 for any other purpose than that detailed in the
Indications for Use/Intended Use statement.
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General Information and Warnings
General Information
• LIPOGEMS® is not intended for intravenous use and one should avoid any possible risk of intravenous
injection by aspirating prior to injection and using a blunt injection needle in areas of vascularity
• Patient has an allergy to Lidocaine. Do not use Marcaine (bupivacaine) or other local anesthetics in
place of Lidocaine (plain) for the anesthetic fluid.
• It is mandatory to use epinephrine in the anesthetic solution that is infiltrated into the subcutaneous
tissue for safety to minimize risk of intravascular injection and to slow the absorption of Lidocaine into
the bloodstream.
• It is advised to harvest from a larger area of tissue than to concentrate the harvest from a smaller area
with less tissue to minimize tissue trauma and increase speed of recovery (i.e. harvest from both sides
of abdomen, flank, etc.)
• Avoide these areas for tissue harvest:
– Areas with less than 1 inch of “pinch-able” subcutaneous fat
– Regions with any suspected hernias such as the anterior abdominal wall and
umbilicus region
– Areas that have been previously liposuctioned where there is more fibrous tissue
– Any patient that has had a steroid injection in the treatment site within 3 months prior
– Patient is pregnant, currently breastfeeding or plans to begin breastfeeding in the near future
– Other considerations include the presence of any disease processes that may adversely affect
wound healing and of poor overall health status of the individual

Warnings
• This device will not, in and of
itself, produce significant weight
reduction.
• This device should be used with
extreme caution in patients with
chronic medical conditions, such
as diabetes; heart, lung, or circulatory system disease; or obesity.
• The volume of blood loss and
endogenous body fluid loss may
adversely affect intra and/or postoperative hemodynamic stability
and patient safety. The capability
of providing adequate, timely
replacement is essential for
patient safety.

Examples include:
– Current systemic infection
– Autoimmune disease
– Currently prescribed blood thinners or anti-coagulant medications
– Undergoing treatment for a malignancy or blood borne disease
– Hematologic condition
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Procedure
STEP 1
Infiltration of Anesthetic Solution
1.	 Mark and outline tissue harvest area (abdomen or flank) while patient is standing.
2.	 Prepare anesthetic solution and transfer into 60mL syringes on sterile field
(volume of anesthetic solution used will depend on volume of adipose tissue
desired and size of harvest area).

Step 1.1

Step 1.4

Step 1.5

Step 1.6

3.	 Locate incision site for cannula insertion and use a 25-gauge needle to create
a skin wheel with local anesthetic at the insertion site.
4.	 Using a No. 11 blade or 18-gauge needle, create a very small opening for the
cannula to pass through the dermal layer into the subcutaneous adipose layer.
5.	 Insert blunt 17-gauge infiltration cannula into the middle of the subcutaneous
tissue and attach fluid-filled syringe.
6.	 While withdrawing the cannula, inject anesthetic fluid in a “spokes-of-a-wheel”
pattern and disperse evenly throughout subcutaneous tissue.
7.	 Wait a minimum of 15 minutes following infiltration of anesthetic fluid
before aspiration of the tissue.
*Note: It is recommended to infiltrate a minimum of 180mL of anesthetic fluid
per side of harvest area.

Wait a minimum of 15 minutes
following infiltration of anesthetic
fluid before aspiration
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Procedure
STEP 2
Aspiration of Adipose Tissue
1.	 Connect the vacuum syringe to the blunt 13-gauge Lipoaspiration cannula and pull
back to lock into place after insertion into the subcutaneous tissue.
2.	 Advance and withdraw cannula in a “spokes-of-a-wheel” pattern to collect
tissue evenly.
– Create tunnels in the layers of the subcutaneous tissue by continually
changing direction in all areas of collection site
– Do not harvest in the same area repeatedly

Step 2.2

3.	 Transfer collected lipoaspirate into a larger syringe using a provided Luer Lock connector,
and decant to remove excess fluid from the bottom of the syringe if necessary.
4.	 Collect approximately 4x the amount of lipoaspirate (decanted) as the desired volume
of LIPOGEMS® for injection (i.e. collect 40mL of decanted lipoaspirate if 10mL of
LIPOGEMS® is desired).
5. Remove the unwanted excess fluid into a bowl or basin.

Collect approximately 4x the amount of lipoaspirate
(decanted) as the desired volume of LIPOGEMS® for
injection (i.e. collect 40mL of decanted lipoaspirate if
10mL of LIPOGEMS® is desired).

Step 2.3
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Procedure
STEP 3
LIPOGEMS® Device Preparation
1.	 Open sterile LIPOGEMS® device and ensure that waste bag is securely
attached and that the two clear blue luer lock valve attachments are tightened.
2.	 Close clamp on tubing under plastic drip chamber then insert spike into a
normal IV saline bag.

Step 3.1

Step 3.2

Step 3.4

Step 3.5

3.	 Squeeze plastic tube under spike until saline fills drip chamber halfway and
hold canister so that they grey side is pointing upward.
4.	 Open all of the clamps and allow the system to fill with saline, agitating the
canister gently to remove air bubbles.
5.	 Once completely filled with saline, close the clamps on both ends of the
canister and ensure there are no large air bubbles in the canister.

Importance of saline in LIPOGEMS® Device:
Exposure to air can cause damage to integrity of tissue
when undergoing a high pressure environment;
Surrounding the tissue with saline helps to minimize
the traumatic action on the tissue.
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Procedure
STEP 4
Primary Tissue Cluster Resizing
1.	 Rotate the canister so that the brightly colored end is pointing
upward and open the tube clamp on the grey end.
2.	 Connect the syringe containing the lipoaspirate vertically to the
brightly colored end of the canister and inject the tissue to fill the
canister approximately ¼ full.
Note: When removing syringe from canister, ensure that the clear blue
luer lock valve attachment remains tightened onto the canister.
Step 4.1

Step 4.2
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Procedure
STEP 5
Wash and Rinse
1.	 Re-open the clamp on the brightly colored end and allow saline to flow and rinse
the tissue until the saline clears some of the oily and bloody impurities.
2.	 Close both tube clamps and shake vigorously at regular intervals of 30 seconds
in a vertical motion.
3.	 Re-open both clamps and allow saline to rinse through device and clear the
canister of debris between intervals.

Step 5.1

4.	 Repeat the shaking for at least 1-2 minutes until the adipose tissue appears light
yellow, and the saline solution is transparent, then close both tube clamps.

Step 5.2

12

Procedure
STEP 6
Collecting LIPOGEMS®: Final Tissue Cluster Resizing
1.	 Rotate the canister so that the grey end is pointing upward and attach 10mL
syringes to both ends.
2.	 Open the clamp on the brightly colored end of the canister and leave the clamp
on the grey end closed.
3.	 Pull down on the syringe attached to the brightly colored end and fill with saline,
then close the clamp on the colored end.

Step 6.1

Step 6.2 / 6.3

4.	 While holding the canister vertically, quickly squeeze the flanges on the full syringe
with saline into the canister with a smooth and steady force.
5.	 Take the syringe containing LIPOGEMS® off and repeat until all of the LIPOGEMS®
is removed from the device.
6.	 The syringe should be allowed to decant (vertically) for a few minutes for the
removal of excess saline in the syringe.
7.	 The syringe transfer connectors may be used to transfer to a smaller syringe
for injection.

Step 6.6
Step 6.4
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Procedure
STEP 7
Closing
1.	 Apply an absorbent dressing pad.
2. Apply a compression tape to the area. May recommend a compression
garment or bandage to wear for 24 - 48 hours following the procedure.

Is there a risk of infection?
Because LIPOGEMS® is derived from the
patient’s own adipose tissue, and no other
articles are added, there is a significantly
reduced risk of infection or immune
reaction. The LIPOGEMS® procedure is
performed with sterile technique as a
point-of-care therapy. However, as with
any kind of injection or procedure, there
is always a minimal risk of infection.
If the patient experiences any side effects
associated with an infection at the
injection or tissue collection site, he/she
should contact their healthcare provider
immediately.

Step 7.1

Step 7.2

Possible side effects or complications
• Mild to moderate swelling and/or local inflammation at injection site and/or site of tissue harvest
• Bruising at or around site of tissue harvest may occur
• A “ball-like” collection of fluid and/or blood (seroma or hematoma) are rarely seen, and the patient
should contact his or her healthcare provider if this occurs
• An infection in the harvesting area is extremely rare. If the patient notices increased pain, swelling,
redness, fever, or oozing from the tissue harvest area, the patient should contact his or her healthcare provider immediately
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Procedure
Technique Tips for Success
Injection
Since LIPOGEMS® is a viscous and sticky tissue, the injectate will tend to
stay where it is injected. Therefore, image guidance is recommended for
injection of LIPOGEMS® (i.e. ultrasound, fluoroscopy, or direct visualization).

Procedure
The volume of anesthetic fluid that is used for infiltration will depend on the
desired volume of lipoaspirate and the size of the patient’s harvest site(s).
It is recommended to infiltrate a minimum of 180mL of anesthetic fluid
per side of the harvest area. This volume of fluid is sufficient when the
desired volume of LIPOGEMS® is 10mL or less When the desired volume of
LIPOGEMS® is more than 10mL, one may infiltrate 240mL of anesthetic fluid
per side. The harvest site should be “inflated” with fluid and should have a
firm and full feeling when complete.

Processing
The final yield of LIPOGEMS® is approximately ¼ the volume of decanted
adipose tissue collected. The yield may vary depending on the type of tissue
(for example, fibrous stringy tissue may remain in the chamber after
processing, which may minimize the yield). It is recommended to collect
a bit of extra lipoaspirate to account for the varying yield.

If a large air bubble (bigger than the size of a quarter approximately)
remains in the canister after device preparation, use 10mL syringes on either end of
the canister to push the air out of the device after “Primary Tissue Cluster Resizing”
by the same mechanism used in “Collecting LIPOGEMS®” (i.e. fill bottom syringe
with saline and push through canister to push air bubble
into syringe attached to the top of the canister).
Occasionally, when processing very fibrous tissue, the brightly colored filter may
become clogged or obstructed. Follow these simple steps to restore saline flow
through the canister:
1.	 First, try vigorously shaking the device for a few seconds to detach
some of the fibrous tissue from the filter.
2.	 Second, Hold the canister with brightly colored end oriented upward
and close the tube clamp on the grey end of the canister (at the bottom),
leaving the clamp at the brightly colored end open.
3.	 Attach a 10mL syringe to the brightly colored end of the canister and
pull the syringe up to fill with saline.
4.	 Close the tube clamp on the brightly colored end of the canister,
open the tube clamp on the grey end of the canister and push the
syringe of saline through the canister.
5.	 Repeat these steps a few times until there is less resistance and flow
is restored through the canister.
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Frequently Asked Questions
LIPOGEMS® 60

LIPOGEMS® 240

What volume of LIPOGEMS®
do I need for treatment?

~7mL (or less) of LIPOGEMS®

More than ~7mL of LIPOGEMS®

What size saline bag should I use
for processing?

1000mL bag of normal saline (or larger)

3000mL bag of normal saline (or larger)

What volume of lipoaspirate can be
processed through the device?

Less than 30mL of decanted lipoaspirate (total)

Minimum 30mL and maximum 160mL
of decanted lipoaspirate

How many times can lipoaspirate be
processed through the device filter?

Do not exceed a maximum of 2 times

Do not exceed a maximum of 2 times
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Ordering Information
LIPOGEMS® Kit Ordering Information:
1.	 Contact your local LIPOGEMS® representative
2.	 Complete LIPOGEMS® Training on Touch Surgery
3.	 Order LIPOGEMS® Kits through www.LIPOGEMSOrders.com

Order an Efficiency Kit for Added Convenience
Materials Included in Efficiency Kit
for the LIPOGEMS® Procedure

Sterile field and patient preparation
1 Half Drape for Table/Stand
4 Drapes for Harvest Area
6 Blue Towels
1 Skin Marker
2 Chlorapreps

Procedural materials
1 Fluid Transfer Set and Spike (to fill syringes with anesthetic fluid)
4 60cc Syringes (for anesthetic fluid)
1 10cc Syringe (for superficial local anesthesia)
3 3cc Syringes (for injection)
8oz Bowl (to holding LIPOGEMS® syringes for decanting)
16oz Bowl and Lid (for decanting excess fluid from lipoaspirate)

4 Alcohol Prep Pads
Wound closure and clean-up materials
4 Band-Aids
2 Tegaderm Dressings
1 Bandage
1 Biohazard Bag
1 Ziploc Bag
Efficiency Kit sold separately and is not included with the
Lipogems Processing Kit)

NOTE: The Efficiency Kit does not include:
saline, medications, sharps
(needles/blade), or sterile gloves, IV pole
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The device is intended for use in the following surgical specialties
when the transfer of harvested adipose tissue is desired:
Orthopaedic surgery
The information presented is intended solely for the use of healthcare professionals.
A physician or healthcare provider must always rely on his or her own professional clinical
judgement when deciding whether to use a particular product when treating a particular
patient. LIPOGEMS® does not dispense medical advice and recommends that healthcare
provides be trained in the use of any particular product before using it.

Arthroscopic surgery
Neurosurgery
Gastrointestinal surgery
Affiliated organ surgery

The information presented is intended to demonstrate a LIPOGEMS® product. A surgeon
must always refer to the package insert, product label, and/or instructions for use before
using any LIPOGEMS® product. Products may not be available in all markets because
product availability is subject to the regulatory and/or medical practices in individual
markets. Please contact your LIPOGEMS® representative if you have any questions about
the availability of LIPOGEMS® in your area.

Urological surgery
General surgery
Gynecological surgery
Thoracic surgery

LIPOGEMS® or other corporate affiliated entities own, use, or have applied for the following
trademarks or service marks: LIPOGEMS®. All other trademarks are trademarks of their
respective owners or holders.

Laparoscopic surgery
Plastic and reconstructive surgery

Contact us
info@lipogems.us.com |

LIPOGEMSCS@gmlx.us.com

|

Phone: 678-942-3794

Copyright © 2017 LIPOGEMS® PHY-LG-US-10-2017-6

|

Fax: 1-844-248-7528
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