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TRAINING

INSTRUCTIONS FOR USE, PATIENT INFORMATION AND TRAINING

ON ADMINISTRATION AND SAFE USE ARE AVAILABLE AT:
WWW.GALDERMA.COM/LIBRARY
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READ THE
INSTRUCTIONS FOR USE
BEFORE USING SCULPTRA

This training may contain abbreviated and complementary
information and is not intended as a replacement for the
Instructions for Use.

Read the full Instructions for Use for product-specific safety
information prior to using Sculptra.
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MAIN MENU

1 Sculptra product description
Considerations before use
Warnings and Precautions
Information and documentation
Product preparation

Treatment procedure
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Demonstration video

n NAVIGATION
The home icon will return you to the main menu (here)



Symbols glossary

Glossary of symbols that may appear on
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Unigue Device ldentifier

Catalogue number, for identification of the
medical device

Batch code, for identification of the batch
or lot

Manufacturer

Sterilized using aseptic processing
techniques

Do not re-use, the device is intended for
one single use only

-----

packaging or in this training.

Single sterile barrier system with protective
packaging outside

Single sterile barrier system

Use-by date, indicates the date after which the
medical device is not to be used

Upper and lower temperature limits that the
product can safely be exposed to

Do not use if package is damaged
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Patient name or patient ID

Date of treatment

Name and address of the
healthcare institution/provider

Consult instructions for use

Caution, indicates that caution is necessary
or that the current situation needs operator
awareness or operator action
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SCULPTRA PRODUCT DESCRIPTION




S

SCULPTRA®

Sculptra is for aesthetic use
to increase the volume of depressed areas
of the face and body, particularly to
correct skin creases, wrinkles, folds,
cellulites, and for skin quality
improvements.

Sculptra is also suitable for
large volume corrections of the signs of
facial fat loss (lipoatrophy).

N

FACIAL USE

Indicated for use in the nasolabial folds,
cheeks, marionette lines, temples, chin crease
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NON -FACIAL USE

Indicated for use in the décolletage,
gluteal area, posterior thighs, upper arms
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Placement of the Sculptra product

The injection depth varies for different indications.

The image shows the layers of the skin and placement of the needle for different injection depths.
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—— Epidermis

Dermis

—— Hypodermis

Muscle

Periosteum

Refer to the Treatment Guide in the Instructions for Use to
select the proper injection depth for each anatomical indication.
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Content of the 2 vial carton

@ Instructions for use
Note the different preparation AR
procedures for facial and non-facial use. ® =
@ Instructions for use \ =/
Note the different preparation \
procedures for facial and non-facialuse. s

O 59ml 17-18mL
procedures for facial and non-facial use.
Vials
containing sterile,

dry powder

Instructions for Use (IFU)
Leaflet

GALDERMA
S
SECULPLTRAS

7%

SCULPTRA®

acid

Pofy-L-Lactic ac
Injectable poly-L-lactic

() Instructions for Use
Instructions for Use
() Instructions for Use
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Considerations before use

INTENDED USERS AND PATIENT SELECTION




Intended user

Sculptra should only be administered by appropriately trained healthcare professionals
who are qualified or accredited in accordance with national law.

The healthcare professional should have adequate knowledge on the anatomy at
ANATOMY the injection site to minimize the risks of complications and to achieve the desired
aesthetic outcome of the treatment.

The healthcare professional should ensure that they fully understand the
PRODUCT conditions to safely and properly use the product.

Please contact your local Galderma representative or Sculptra distributor
TRAINING for more information about the preparation procedure, injection techniques, and
training opportunities.
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Patient selection

PATIENT TARGET GROUP CONTRAINDICATIONS PRIOR IMPLANTS

A Sculptra is for use in adult patients only. A Do not use in patients with a history of A Avoid injecting into areas with, or in close
Do not use Sculptra in patients under 18 hypersensitivity to any constituents of the proximity to, prior implants other than
years of age. product. Sculptra. Injecting into these areas could

aggravate latent adverse events or

A For pregnant or breastfeeding females, A Do not use in patients with a history of interfere with the aesthetic outcome of
the safety for use has not been anaphylaxis or history of multiple severe the treatment.
established. allergies.

A Patients with unattainable expectations A Do not add lidocaine to the suspension for
are not suitable candidates for patients with known hypersensitivity to
treatment. lidocaine or to other amide-type local

anesthetics.
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Patient selection

PATIENT HISTORY

Use with caution in patients with:

A

Prior surgical procedures or previous
trauma in the treatment area, as this could
affect the tissue and vasculature

Bleeding disorders or using substances that
affect platelet function, thrombolytics or
anticoagulants

Autoimmune disease or on
immunosuppressive therapy

Pre-existing tendency toward edema
formation

Abnormal wound healing and in patients
with dark skin (Fitzpatrick Type IV-VI), as
they may be more prone to hypertrophic
scarring and keloid formation

Latent or subclinical herpes viral infections,
as these may be reactivated

Risk factors for developing skin irritation

Advise patients that inflammatory
pigmentation changes and scarring might
occur following soft tissue injections.

ACTIVE DISEASE

A Do not use when there is an underlying
known active systemic disease or there is
active disease (such as inflammation,
injection, or tumors) in or near the
treatment site, until the underlying process
has been controlled.

INDIVIDUAL VARIATION

A Advise patients that individual variation and
treatment area may affect the rate of
biodegradation of the product. Product
remnants might be detected in tissue even
after the clinical effect has disappeared.

CONSULT

DIAGNOSTIC IMAGING

A Advise patients that the implanted product

might appear as an incidental finding on
subsequent diagnostic imaging with
ultrasound, MRI, CT scans or standard plain
radiography. Sculptra is safe in a MR
(magnetic resonance) environment.

OTHER PROCEDURES

A Avoid procedures based on active dermal

response, including laser treatment or
chemical peeling, before the skin has
healed completely after treatment with
Sculptra. This may lead to an inflammatory
reaction at the implant site.

This also applies if Sculptra is administered
before the skin has healed completely after
such a procedure.

THE INSTRUCTIONS FOR USE

for more detailed information

GALDERMA



Precautions if the suspension is supplemented with lidocaine

A High doses of Lidocaine (more than 4.5 mg/kg of bodyweight) can
cause acute toxic reactions that affect the central nervous system
and cardiac conduction.

A Toxicity can also occur as the result of interaction with similar
substances. The combined dose of related products is relevant.

A Common substances similar to Lidocaine are amide-type local
anesthetics used as dental pain blocks or topical pain alleviating
products.

A Use with caution in patients with epilepsy, impaired cardiac
conduction, severely impaired hepatic function or severe renal
dysfunction.

GALDERMA

CH, Lidocaine

Dose example: Patient weight is 50 kg and a

high dose of 4.5 mg/kg = 225 mg of lidocaine is used.
The maximum 6 vials per session with 1 mL/vial of
lidocaine (2% solution) would provide 120 mg of
lidocaine. For specific safety information, refer to the
product labeling for the lidocaine solution used.

Conclusion: The smaller the patient is, the more
important it may be to know if lidocaine or similar
substances may have been used shortly before the
treatment.



GALDERMA

Warnings and precautions

TO MANAGE RISK OF ADVERSE EVENTS




Managing risks during injection

Anatomical knowledge is a key factor in minimizing the risk of perforation or compression of vessels, nerves and other vulnerable structures.

AVOID INJECTION INTO

NERVES AND

BLOOD MUSCLES AND
VESSELS TENDONS VULNERABLE areas

A Do not inject intramuscularly or A Do not inject in nerves and other vulnerable
structures, such as parotid gland.

A Do not inject intravascularly.
in tendons.
A Do not inject into the red area of the lip
(vermillion) or in the periorbital area.
This can lead to embolization or occlusion This can lead to hematoma and pain This can lead to potential complications
in the affected area. such as perforation or compression of vessels,
nerves, or other vulnerable structures.

of the vessels, with local ischemia and
necrosis or infarction (especially in areas
with limited collateral blood flow).
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Managing risks during injection

AVOIDING BLOOD VESSELS

Understanding respective patients’ anatomical characteristics such as arterial branching patterns, preexisting conditions, or the
similar, is important to reduce the inherent risks pertaining to inadvertent intravascular injections during treatment.

PAY EXTRA
ATTENTION TO

>

patients with unusual vessel anatomy

A patients with previous trauma or area(s) with
altered anatomy due to a prior trauma or
surgical procedure
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Managing vascular occlusion events

VASCULAR OCCLUSION EVENTS CAN LEAD TO SERIOUS COMPLICATIONS

Always follow these steps to manage these risks:

. : Inject slowly in
eAssess vision e Aspirate e J y
small volumes
Perform vision assessments before and Aspiration prior to each injection is Inject slowly in small volumes.
after treatment. recommended. Watch for signs of intravascular injection.
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Managing vascular occlusion events

ASSESS VISION

A Before and after a treatment, it is recommended to conduct a vision assessment including:
A Visual acuity
A Extraocular motility
A Visual field testing

A After treatment, repeat the same vision assessments as before treatment.

A Changes in vision can indicate an intravascular event.

Identify a local ophthalmologist to be available in
the event of an ophthalmic adverse event
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Managing vascular occlusion events

ASPIRATE -

q/ —\\

A Always perform aspiration prior to injection.

A Withdraw the plunger rod slightly to aspirate
and verify that no blood is visible in the syringe.

A The risk of intravascular injection can be
minimized by aspiration prior to injection and
slow methodical injection.

Aspiration prior to each injection is recommended
for all treatment areas and injection depths.
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Managing vascular occlusion events

INJECT SLOWLY IN SMALL VOLUMES

A Inject slowly and in small volumes.

A If blanching or changes in vision occur during
injection, this means that a blood vessel could be
blocked. Immediately stop injecting and pull out

the needle.

A If blanching occurs, massage the area and wait HOW AND WHEN TO ACT
for normal color to return. If normal skin color
does not return, do not continue with the Immediately stop the injection if any of the
injection. following symptoms occur:

changes in vision,
signs of a stroke,
blanching of the skin, or

unusual pain during or shortly after the
procedure.

To o Io Do

Should an intravascular injection occur, stop the
injection and ensure the patient receives prompt
medical attention.
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Managing risks during injection

Follow these steps to manage aesthetic risks such as asymmetry, deformity, papules, and nodules.

0 Follow preparation & e DO NOT e Massage the
Injection instructions OVERCORRECT treatment area
injection techniques to minimize early increase the risk of papules and nodules, or proper distribution of the product to
occurrence of papules or nodules at the areas of induration. minimize the appearance of papules or
Lo : - . . . . . dules.
Injection site. A Use caution in areas with limited soft tissue nocuies
support, thin skin (e.g., décolletage or atrophic
skin).
A Avoid large bolus injections or injecting too
superficially.
PAPULES AND NODULES RISKS
OCCURRENCE RESOLUTION
Injection site papules/nodules mostly occurred several weeks up to a 1. The papules/nodules can resolve spontaneously
year post-injection; such nodules are occasionally associated with 5 Th les/nodul aht d 3 treat ft |
inflasnmation or discoloration. ' € papuies/noduies might need a treatment to resoive
(e.g., intralesional corticosteroids)
Serious nodules are reported with onset 1-2 months or up to 14 months 3. The nodules might require surgical excision
following injection and with a prolonged duration of up to 2 years in (larger nodules, nodules in difficult anatomical regions
rare cases.

or persistent after other treatments)
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Managing risks during injection

AVOIDING NERVES

Do not inject in nerves and other vulnerable structures.
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Adverse events

anticipated INJECTION ADVERSE EVENTS
RELATED REACTIONS

A Adverse events captured in clinical
investigations, literature, or voluntarily from
post marketing surveillance can be found in

Bruising/bleeding
Pain or tenderness

o J>o T To Do

Swelling the Instructions for Use.
Erythema
Pruritus A Reports of serious adverse events are rare.

Injection-related reactions might occur after
treatment, but typically resolve within 1 week
without medical intervention.

Discuss the risk of adverse events with the patient prior to treatment.
This information can also be found in the Patient Information.

GALDERMA >
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Information and
documentation

INSTRUCTIONS FOR USE, PATIENT INFORMATION, AND IMPLANT CARDS




Inspect labels and packaging before treatment

Inspect the label to make sure the
date and lot number can be read.

Do not use the product if the
expiration date has passed.
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Ofaccrediteg | (. The suspension should be used immediately
after reconstitution.

The suspension may be stored in the vial
(without lidocaine) for up to 72 hours at
refrigeration (2-8 °C) or room temperature
(up to 30 °C) at the healthcare professional’s
discretion (only if aseptic technique is used).

Do not use the product if the package or
vial is open or damaged.

Do not mix Sculptra with other substances, Do not freeze.

other filler products, or drugs (other than

lidocaine), prior to injection. USE THE SUSPENSION IMMEDIATELY
after adding lidocaine or removing the
suspension from the vial. Do not store in syringes.
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Information included

Implant card

EE——— Labels with product information
Fill in and provide to patient : /P — SCULPTRA® scmpr/' (including lot number, expiration
e s B date, unique device identifier)
) = 2028-11-17 8 - 2028-11-17 ‘
- sl o vica As & o viea as N
. Attach to [ IENENEG
SCULPTRA® SCULPTRA®
UDI-DI (01) 09504000591012 UDI-DI (01) 09504000591012
/ K Lot (10) 12345612345 [tov| (10) 12345612345
— e = 2028-11-17 8 - 2028-11-17 3
S JQM.'\—A AB ,' dl'} Med AB 14
SCULPTRA® Treatment Record

HOW TO
FILL IN THE
IMPLANT CARD

To o Do Do
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