
INSTRUCTION FOR USE
Custom-Made Medical Device
PATIENT-SPECIFIC POLYETHERETHERKETONE (PEEK) CRANIAL IMPLANT
ATTENTION
Read all instructions carefully before use. Follow all warnings and precautions specified in
these instructions. Failure to do so may cause complications.

DESCRIPTION OF DEVICE
Human skull is a unique bony structure that plays an essential role in the distinctive
appearance of the individual. However, large defects in the skull can be acquired by trauma
or from craniotomy for necrotic bone resection, tumour resection, Central Nervous System
(CNS) infection and decompression for increased intracranial pressure (ICP). These defects
result in an abnormal shape of the skull. Restoration of the normal shape of the skull is a
very challenging task. Therefore, PEEK patient-specific cranial
implants are made for a very effective reconstruction.
Cranial implants are designed based on high resolution CT
scan. Therefore, the implants are perfect-fit as shown in Figure
1. The implants also have drainage holes to allow for free fluid
movement.
Implants are made of PEEK, which is biocompatible,
mechanically superior and well researched biopolymer.  PEEK
is a very suitable for bone reconstructive as its mechanical
properties are very similar to that of the normal bone, as seen
on Figure 1 to the right. CureTech Cranial Implants are
manufactured using EVONIK’S VESTAKEEP I4 PEEK.

PURPOSE OF USE
Cranial defects result in an abnormal shape of the skull and thus patients undergo social
withdrawal and psychological distress, and the defect leaves the brain vulnerable to damage
by minimal trauma. Therefore, cranioplasty is performed to restore the normal shape of the
cranium and its protective function.

INDICATIONS
For restoration of normal skull shape and function in patients with acquired or iatrogenic
cranial defects.

CONTRAINDICATIONS
- Active soft tissue infection in the head area. Please consult with a plastic surgeon or

infectious disease physician on whether to proceed with the cranioplasty and/or and
antibiotics therapy.

- Inadequate soft tissue coverage.
- patients who are incapable or unwilling to follow postoperative instructions.
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ADVERSE EFFECTS AND COMPLICATIONS
- Foreign body reaction.
- Infection promotion.
- Allergic reaction.
- Implant migration.
- Exposure of the implant.
- Wound dehiscence.

PATIENT PROFILE
Age appropriate for study: can be used in pediatrics and adults as seen fit by the surgeon.

USER PROFILE
Implants should only be implanted by surgeons who are trained on the use of such implants.

STORAGE CONDITIONS
The products are stored at room temperature before being shipped to the customer.
Products should be stored in a sterile surgical envelope inside a protective box/container.
Products should be stored in a safe place where there is no risk to chemical or radiation
exposure.
Patient-Specific Use
- Product is intended to be used for a patient for whom the implant was designed.
- In case of infection or revision surgery, the implant can be reused for the same patient

only if adequately sterilized, as per the hospital protocol and there are no damages to the
implant structure.

STERILISATION
- Steam-sterilizing to be used, temperatures are either 121°C (250°F) or 132°C (270°F).

These temperatures must be maintained for a minimal time to kill microorganisms.
Recognized minimum exposure periods for sterilization of wrapped healthcare supplies
are 30 minutes at 121°C (250°F) in a gravity displacement sterilizer or 7 minutes at
132°C (270°F) in a prevacuum sterilizer.

- Defect model to be sterilized using Chemical Sterilization according to the hospital
protocol. Do not autoclave the defect model.

REWORK
In the event where the patient is required to undergo revision surgery; the implant must go

through the following steps:
1. Must be visually inspected for any defects.
2. If no defects are found, implant must be rinsed with distilled medical grade water / saline

water.
3. Then the implant must be cleaned using ultrasonic cleansing; and packed for

sterilisation.
4. Above sterilisation steps to be followed to prepare the implant for surgery.
WARNINGS
- IFU should be read before use. Instructions for use in the manual should be

applied carefully.
It should be used by the surgeons.
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- Do not subject the cranial implant to excess heat beyond the recommended temperature
of sterilization.

- Do not use it if the package is opened or damaged. Return to CureTech if seal is open.
- Only drill holes for fixation screws as per the hospital protocol.
- Do not modify the margin or the body of the implant.
- Do not alter the tracing code on the implant.
- It should be used by the qualified surgeons.
- Implantable devices are shipped NON-STERILE at the hospital prior to steam

sterilization.

PRECAUTIONS
- The patient should be informed about the application risks before the  application and the

positive and negative effects should be explained in plain language
- Please read the product manual before use.
- Sterilize well if intend to reuse.
- Use should be avoided in patient conditions described in contraindications.
- Do not use the product in case of foreign matter or impurities in the  package or on the

product.
- Do not use if the product is damaged.
- Ensuring that the product fulfils the quality control competence.
- Product is cleaned using ultrasonic prior delivery.

PATIENT POSITIONING AND SURGICAL TECHNIQUE

Patient Positioning

The patient is positioned according to the surgical technique to be
applied.

Surgical Techniques
- Cranial flap is exposed as per hospital protocol
- Implant is unpacked and soaked in septic solution
- Surgeons is then fit the implant on the defect and do any required

bone nibbling
- Fixation plate is marked. Holes drilled on the implant and plates are

screwed in place
- Implant is the fitted again on the defect and plates are screwed on the

cranium.
- Cranial flap is then closed
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SYMBOLS

ATTENTION DRY KEEP

UDI-PI MANUFACTURER

SEE INSTRUCTIONS FOR
USE

DO NOT USE IF PACKAGE

IS  DAMAGED

Patient Number DO NOT RE-USE

REFERENCE NUMBER PRODUCTION DATE

Non-Sterile
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