The product should only be implanted in a suitable healthcare environment; the implantation
should be performed by appropriately trained physicians who are qualified or accredited to
do so in accordance with national legislation.
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IMPORTANT INFORMATION.

READ THIS DOCUMENT CAREFULLY BEFORE USING THE PRODUCT.
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1. Product description

Phibo® Maxillofacial Implants are patient-specific medical devices designed to match the patient's anatomy
based on a medical prescription. They are manufactured using advanced CAD/CAM technology and 3D printing.
Made from titanium alloy (Ti6Al4V) or PEEK (Polyether ether ketone), they ensure precision and compatibility
with surgical applications.

Fig. 1 Subperiostic Titanium implant

Maxillofacial Implants are provided with a Surgical plan and the required Surgical guides made of Titanium or
Polyamide.

2. Intended use

Maxillofacial Implants are intended to restore maxillofacial structures (excluding temporomandibular joint) in
patients with bone loss, defects, or resorption where conventional endosseous implants are not an option. These
implants provide a customized solution for bone augmentation and reconstruction, supporting functional and
aesthetic rehabilitation.

3. Expected performance

Maxillofacial Implants are designed to compensate for injuries or disabilities within the maxillofacial region by
means of titanium-based or PEEK custom-made implants. These implants are also designed to modify the
anatomy of the maxillofacial area for esthetics purposes.

The lifespan of a maxillofacial implant is estimated, according to clinical evidence around 10 years. However,
with proper care, many implants can last much longer, even for the patient's lifetime.

4. Indications for use

They are the ideal treatment for patients with atrophies, maxillary and mandibular bone resorption severe
maxillary and mandibular bone resorption, when treatment with endosseous implants is not an option alternative.

Esthetic products are designed to modify the anatomy of patients without claiming any clinical benefit.
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5. Intended user and patient target group

Maxillofacial Implants are intended to be used only by healthcare professionals specialized in odontology and
implantology. It is necessary to have training in implantological technology for the use of any of the Phibo®
implant systems. It is also necessary to consult the information gathered in these instructions for use. When
required, Phibo® will support healthcare professionals with guidance on the use of this medical device. The
medical device is not intended to be used by the patient in any case.

These implants are intended for patients requiring maxillofacial reconstruction or esthetics purposes. Do not
use in patients under 18 years old.
6. Contraindications

There are general factors that could affect the performance of Maxillofacial Implants, such as: Age, Stress,
Tobacco, Pregnancy, Blood Dyscrasia, Psychological Factors, Terminal pathologies, Lack of oral hygiene, Bone
deficiency, Alcoholism, Drug Addiction or Poor medical condition.

Systemic diseases could compromise the indications of use: Endocrine, Hematological, Acute or Chronic
Infectious Diseases, Osteoporosis, Epilepsy, Maxillary Osteitis, Cardiovascular Radiotherapy Treatments,
Corticosteroid Treatments, or Anticoagulant Treatments.

Do not use if known allergy / sensitivity of the patient to the product material.

The healthcare professional is responsible for making the final decision related to treatment in these cases.

7. Warnings

Maxillofacial implants are patient-specific medical devices and must only be used for the intended patient as
per the approved design.

These implants are supplied in sterile conditions. See the label for sterility conditions of the product.

Improper handling or incorrect placement of the implant may lead to complications such as implant instability,
bone loss, or soft tissue damage.

Do not modify the implant (e.g., cutting, bending, or altering the structure), as this may compromise its
mechanical integrity and intended function.

The use of incompatible surgical instruments, excessive force, or improper fixation may cause implant fracture,
loosening, or reconstruction failure.

Take into account any previous surgery, accident, condition, medication or treatment, or other treatment that
the consumer is undergoing at the same time, which may affect the surgery procedure.

Do not use the implant in patients with known allergies or hypersensitivity to titanium alloy or PEEK.

Inadequate post-surgical care or patient non-compliance with post-operative instructions may increase the risk
of complications, delayed healing, or implant failure.

Magnetic Resonance Imaging (MRI) in patients with titanium implants may cause heating, displacement, or
image artifacts.
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8. Precautions
Verify that the implant design and dimensions match the patient’'s anatomy before surgery.
Maintain strict aseptic conditions during handling and implantation to reduce infection risk.

Monitor for post-operative complications such as infection, pain, or implant loosening.

9. Side effects

According to the clinical evidence, the use of custom-made maxillofacial implants, can be related to some
adverse events, consisting of hypersensitivity reactions, temporary paresthesia of the mental nerve, edema,
pain, loosening and fracture of the implant, decreased mouth opening or esthetic dissatisfaction and facial
asymmetry. In orbital implants specific side effects could occur such as suboptimal implant positioning,
nophthalmos, restricted extraocular muscle motility, diplopia or the orbital adherence syndrome.

Consider surgical side effects like bleeding, reactions with other products or risks related to the anesthesia.

10. Sterilization

Maxillofacial implants are supplied in sterile conditions.

11. Important before using Phibo

The use and application of the Maxillofacial implants are beyond the manufacturer's control.

The design of the type of rehabilitation and prosthesis must be a planned procedure validated and assessed by
Phibo® and the prescriber before manufacturing.

The user is responsible for any damage that may be caused by the misuse of the product, releasing Phibo®
from liability for damages or losses resulting from improper handling or misuse.

Phibo® maxillofacial implants documentation is periodically renewed according to the state of science and
technology. Do not hesitate to contact us for additional information.

12. Procedure
Patient assessment and scanning
Conduct a thorough patient assessment, including medical history and contraindications.

Perform a high-resolution maxillofacial CT scan (DICOM format), following the Custom Implants® CT protocol
to ensure accurate anatomical representation.

The custom implant is digitally designed using CAD/CAM technology based on patient-specific CT imaging.
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Pre-Surgical Preparation

Provide the patient with a copy of the Instructions for Patients at the end of this document.

Ensure the implant corresponds to the planned patient anatomy by verifying the 3D design approval.

Review the surgical plan and prepare all necessary instruments and fixation materials.

Pack Opening

Before opening, visually inspect the packaging for damage, perforation, or contamination.

Check the label information to confirm the implant matches the surgical plan.

Open the packaging carefully in an aseptic environment, ensuring the implant remains free of contamination.
Surgical Site Preparation

After patient preparation, ensure the surgical approach provides sufficient visibility and access to the
implantation site.

Perform an incision and flap elevation to expose the underlying bone structure.
Position the patient-specific surgical guide (if required) on the bone surface, ensuring correct anatomical
placement. Temporarily fix the polyamide guide, if requested, with surgical screws to maintain stability during

bone preparation.

Perform the necessary bone adjustments (e.g., osteotomy, bone contouring, or drilling) using the guide to
achieve the desired fit for the implant.

Once the bone preparation is complete, remove the surgical guide and screws before proceeding with implant
placement.

Note: Use appropriate techniques to minimize bleeding, ensuring a clean surgical field.

Implant Placement

Place the custom implant according to the surgical plan, ensuring proper anatomical fit and secure fixation.
Follow appropriate surgical techniques for bone integration and soft tissue management.

Post-Surgical Verification

Confirm the stability and positioning of the implant through clinical and radiographic assessment.

Perform necessary soft tissue adaptations to ensure proper healing and integration.

Close the surgical site according to standard maxillofacial procedures.
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Postoperative Care and Follow-Up

Provide the patient with the implant card and detailed postoperative care instructions, including hygiene
recommendations, medication guidelines, and follow-up schedule.

Monitor for potential complications such as infection, implant mobility, or hypersensitivity reactions.

Schedule follow-up visits for progress evaluation and long-term implant success.

13. Storage and disposal information

This product is custom made and is designed ready to use, do not storage.
Product must be discarded in an environmentally friendly manner in accordance with local regulations.
Hazardous waste from contaminated devices or sharp objects must be disposed of in suitable containers that

meet specific technical requirements.

14. Information to be supplied to the patient

It is important that patients receive comprehensive details concerning contraindications, warnings, precautions
and adverse effects associated with Maxillofacial implants.
Each patient must be supplied with the Implant Card containing the information regarding the implant

specifications.

15. Incident reporting information

Any incident related to Phibo® products should be immediately reported to Phibo®
(garantiacalidad@phibo.com).
Serious incidents must also be reported to the competent local authority.

16. Legal compliance

Phibo® complies with all the requirements established by European laws and guidelines relating to the
manufacture and distribution of medical and health products.
This product has been designed, manufactured, and assessed in accordance with the provisions of Regulation
(EU) 2017/745 and Commission Implementing Regulation (EU) 2022/2346 concerning products without an
intended medical purpose but treated as medical devices. In particular, the following harmonized standards
and common specifications have been applied, in compliance with point (e) of Annex | of the aforementioned
regulation:
¢ EN ISO 15223-1:2021 — Medical devices. Symbols to be used with medical device labels, labelling
and information to be supplied. Part 1: General requirements.
¢ EN ISO 13485:2016+A11:2022 — Medical devices. Quality management systems. Requirements for
regulatory purposes.
¢ ENISO 14971:2019+A11:2021 — Medical devices. Application of risk management to medical devices.
¢ ENISO 11737-1:2018+A1:2021 — Sterilization of health care products. Microbiological methods. Part
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1: Determination of a population of microorganisms on products.

¢ EN ISO 11737-2:2020 — Sterilization of medical devices. Microbiological methods. Part 2: Tests of
sterility performed in the definition, validation, and maintenance of a sterilization process.

¢ ENISO 17664-1:2021 — Processing of health care products. Information to be provided by the medical
device manufacturer for the processing of medical devices. Part 1: Critical and semi-critical medical
devices.

¢ EN ISO 11607-1:2020+A1:2023 — Packaging for terminally sterilized medical devices. Part 1:
Requirements for materials, sterile barrier systems and packaging systems.

¢ EN ISO 11607-2:2020+A1:2023 — Packaging for terminally sterilized medical devices. Part 2:
Validation requirements for forming, sealing and assembly processes.

¢ ENISO 10993 (series) — Biological evaluation of medical devices.

These standards ensure that the product meets the essential safety, quality, performance, and processing

requirements applicable to its intended medical or non-medical use.

17. Further information

For additional information please consult the additional information available in Custom Implants’s website, at

https://customimplants.net/

18. Warranty Plan

The design of the product, its behavior and success of treatment are based on the indications mentioned above,
and all those products that do not meet the indications described, and in, among others, are exempt from any
warranty.
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19. Symbol description

SYMBOL

DESCRITPION
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Medical Device manufacturer.
Custom Implants, S.L.
Calle 16, nave 13. Pol. Ind. San Cibrao das Vifias, 32901 Ourense, Spain
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Date of manufacture.
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Serial Number
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Catalogue number / reference number.
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Patient number
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Medical care centre or doctor

Sterilised using vaporised hydrogen peroxide
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Do not use if the packaging is damaged and consult the instructions for
use.

T
1

g

ES: PRODUCTO A MEDIDA
PT: DISPOSITIVO FEITO POR
MEDIDA
EN: CUSTOM MEDICAL
DEVICE

Custom Made Medical Device.

B

L J

Consult electronic instructions for use.

®

MR Unsafe
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Instructions for patient

1. Introduction

These instructions for use are designed to provide you with clear and understandable information about the
Maxillofacial Implants, in accordance with Regulation 2022/2346, so you can make smart choices about it.

2. Categories of Users and Consumers

This implant is only intended to be used by dentists and dental surgeons who specialize in putting in implants.
They need to be specially trained to use any Phibo® implant system. You, as a patient, will never use this device
yourself. If dentists need help, Phibo® will guide them.

3. Description of Intended Use

Maxillofacial Implants are designed to restore face bones (excluding the jaw joint) in patients with bone loss,
defects, or resorption where conventional implants are not an option. These implants provide a customized
solution for bone augmentation and reconstruction, supporting functional and aesthetic rehabilitation

4. Description of Residual Risks

Although maxillofacial implants have been designed to minimize risks, there are some residual risks that should
be considered:

e Allergic reactions

e Temporary numbness in the chin area

e Swelling

e Pain

e |mplant getting loose or breaking

e Difficulty opening your mouth

o Not being completely happy with the look, or facial asymmetry

Possible specific side effects (especially for eye area implants):
e Implant not being in the perfect spot
e Eye sinking in
e Trouble moving your eye
e Seeing double
e Scar tissue around the eye

Other surgical related risks:
e Bleeding
o Possible reactions with other medicines
¢ Risks related to anesthesia

To control these risks, the following control measures have been implemented: verification of the implant design
and dimensions before surgery, maintaining strictly aseptic conditions during handling and implantation, and
monitoring postoperative complications.

5. Expected Lifetime and Necessary Follow-Up

The expected lifetime of a maxillofacial implant is approximately 10 years. However, with proper care, many
implants can last much longer, even a lifetime.

Custom Implants S.L.

Calle 16, nave 13,.Poligono Industrial San Cibrao das Vifias, 32901, Ourense (Spain)

Tel.: +34 937 151 958 Page 10 of 11
email: comunicacion@customimplants.net

FORM4.2-00018 V.00


mailto:comunicacion@customimplants.net

You'll need follow-up appointments, including:

6.

After surgery: Doctors will check you and ensure everithing is ok.

Soft tissue checks: They'll make sure the gums and other soft tissues around the implant are healing
well.

Regular visits: You'll have check-ups to see how the implant is doing in the long run.

Harmonized Standards and Common Specifications

The product complies with the following harmonized standards and common specifications: EN 1SO 15223-
1:2021, EN 1SO 13485:2016+A11:2022, EN ISO 14971:2019+A11:2021, EN ISO 11737-1:2018+A1:2021, EN
ISO 11737-2:2020, EN ISO 17664-1:2021, EN ISO 11607-1:2020+A1:2023, EN ISO 11607-2:2020+A1:2023,
EN ISO 10993 (series)

These standards ensure that the product meets the essential requirements for safety, quality, performance, and
processing applicable to its intended medical or non-medical use.

7.

Reporting Adverse Effects and Product Withdrawal

If you experience any problems, you (or your doctor) should tell Phibo® right away (garatiacalidad@phibo.com).

If Phibo® ever needs to recall a product, it will inform your provider.

Always contact your doctor or a healthcare professional if you have any problems or complications during or
after getting the implant.
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