OMNItech’

GOOD DESIGN

Dental implant FINE WORKMANSHIP

OMNICON®  TRHPOSITIVE

FAILED PRODUCT COMPLAINT FORM

The inclusion of as many details as possible is necessary for regulatory evaluation and complaint investigation process as well as provides

GOOD DESIGN FINE WORKMANSHIP

useful information for continuous improvement. Missing Information will delay processing replacements. Al fields are required.

CUSTOMER INFORMATION

Date report completed 3

Name of clinic/hospital : |

Procedure completed by - |

Phone | : |

e-mail | : |

Form submitter occupation: |

Address

NATURE OF EVENT

Date of Event*  : |

*Date failure occurred or noticed.
Occurrence of Event:

|:| Before clinical procedure (i.e., any procedure where
there was no patient involved)

|:| During clinical procedure (i.e., during placement of
implant / prosthetics)

|:| After clinical procedure (i.e., after placement of
implant / prosthetics)

Product Complaint Type:

Broken / Fractured Component
Components Could Not Be Separated
Deformation

Dropped From Implant Holder

Failure to Osseointegrate (Early Implant Failure /
Before or Coincident with Loading)

Failure to Osseointegrate (Late Implant Failure / After
Loading)

Fracture of Bone (i.e., buccal plate)

Implant Fracture at / After Delivery of Prosthetic
Restoration

OO O OO

Additional Description of Event:

Product Type:

Implant

Abutment

Fixation Screw

Lab Component

Drill Bit / Countersink

Instrument / Tool

OO 4o

Other (Describe Below®)

Implant Fracture at Implant Placement
Labelling (Describe Below*)

Packaging (Describe Below*)

Lack of Primer Stability

Surface Defect (Describe Below*)
Distribution Issue (Describe Below™)
Customer Service Issue (Describe Below*)

Product Feedback (Describe Below*)

OO n

Other (Describe Below®)
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PATIENT INFORMATION
No Patient Was Involved.. |:|

OMNICON

GOOD DESIGN
FINE WORKMANSHIP

e ®BurosTIvVE

IMPLANT

Patient Initials or Case ID:

Male |:| Female |:|

Sex:

Patient Age:

Patient Profile (check everything that applies):
Bruxer

Smoker

O OO

Metabolic Bone Disease

Other: (Describe Below*)

o

Patient Weight:

Diabetic
Histroy of Peri-Implantitis.

None of the Above

Plase Describe the Hygiene Around the Implant

[] Excellent [] Poor

|:| Good |:| Unknown

|:| Fair |:| Not Applicable
Patient Injury:

No Patient Injury.

OO0

Other (Describe Below®)

Permanent Impairment of the Body Function or Structure (Describe Beow™)

Medical / Surgical Intervention to Preclude Permanent Impairment (Describe Beow*)

Current Patient Status:
Recovered from Injury (Describe Below?®)
Recovered from Injury with Permanent Impairment

Under Treatment

OO0

Placed Another Implant from Inventory

Treatment Scheduled or Completed on a Later Date
Unknown

Not Applicable

o

Other (Describe Below*)

CLINICAL PROCEDURE INFORMATION

Date of Product Placement

[]

Date of Placement / Attempted Placement;

Date is Unknown.

[
[

Prodcut was Never Placed.

KYT-P05-F04

For 2-stage Surgery, Second Surgery Date

[

Date of 2nd Surgery:

Date is Unknown.

[l
[l

There was no 2nd Surgery.
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Implant Loading Date: Product Removal Date:

|:| Date of Loading: |:| Date of Removal:

|:| Date is Unknown. |:| Date is Unknown.

|:| Product was Never Placed. |:| Product was not removed.

Were any of the following conditions involved in the event? (Check all that apply):
Dehiscence Implant Placement in Previously / Simultaneously Grafted Site
Infection Sinus Perforation
Granulated Tissue around Implant Biomechanical Overload
Fibros Tissue around Implant Pain (Beyond Standard Healing Time)
Inflammation Permanent Nerve Damage (Describe Below®)

Significant Bone Loss aorund Implant None of the Above

oo

Numbness / Sensitivity Other (Describe Below®)

Jooodon

Bone Quality:

Type | - Majority of residual bone made of cortical bone (hard bone)

Type Il - Presence of thick cortical bone surrounding spongy bone (medium / hard bone)

Type Ill - Thin layer of cortical bone surrounding medium-density spongy bone (medium / soft bone)
Type IV = Thin layer of cortical bone surrounding low density spongy bone (soft bone)

Unknown

Not Applicable

oo

PROSTHETIC COMPONENT INFORMATION
Type of Prosthetic Component;

Omnitech® Abutment Omnicon

Active Abutment

Component from Different Brand

Not Applicable / Unknown

oo

Other

Please add information about the instrument or tooling used during the procedure.

** Omnitech ve Omnicon Active Warranty is for implant replacement only. It does not cover prosthtetics used on failed implants.
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PRODUCT INFORMATION

Product Catalog Number (Code Number): ﬂ)duct Lot Number

GOOD DESIGN
FINE WORKMANSHIP

]

[ ]

[ ]

|:| Catalog Number is Unknown (Describe®) Lot Number is Unknown (Describe*)
Product Quantity: Tooth Position:
Description:

Comments / Explanations:

INSTRUCTIONS FOR RETURN OF FAILED PRODUCT

1. Please complete each field of this form.

2. Submit this form to product representative along with the product.

3. Inaddition, send this form to omnitech@rhpositive.com.tr address under the subject of Failed Implant Form.

Please follow the following steps when returning the product.
Used products should be returned in sterile condition in sterilization pouches.
Please write the product catalog number and lot number on the outside of the sterilization pouch.

If applicable, send the product package and label along with the product and form.

TURKEY DISTRIBUTOR
DENTA SOLARIS SAGLIK HIZMETLERI VE DENTAL MALZEME SANAYi VE TICARET A.S.
Remzi Oduz Arik Mah. Atatiirk Bulvari Cad. No:223/21 CANKAYA ANKARA TURKEY

Phone :+90 312 466 06 10 Whatsapp : +90 532 23149 20
E-mail :info@dentasolaris.com
MANUFACTURER

RH POZITIF TIBBI CIHAZLARI IMALAT TEKNOLOJI ANONIM SIRKETI
Susuz Mah. Dempa Cad. No.5 Yenimahalle / ANKARA TURKEY
Phone  :+90 312 256 28 08

E-mail  : omnitech@rhpositive.com.tr
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