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Documentation form on the non-osseointegration guarantee

As a voluntary service, bredent medical offers a non-osseointegration guarantee for their implants. The
guarantee includes free replacement delivery for non-osseointegrated SKY implants from bredent medical.
It is not possible to issue a credit note.

The following requirements must be met for this service:

Tel.
Fax
e-mail
web

Completed documentation form for each patient:

- Information about the dealer (only in export sales).

- Name and address of the surgeon.

- Please make sure that no names or other personal data are used in the information (protection
of patient data according to Art. 9 and Art. 11 GDPR) but only information about the general
health risks of the patient.

- Implantation and restoration details.

- Information on explantation and clinical causes of non-integration.

- -Inorder to give us the opportunity to understand the clinical cause of the implant loss, we would
ideally ask you to enclose one or more copies of X-ray images (please do not send us original
X-ray images!). Please make sure that no patient names are visible (protection of patient data
according to Art. 9 and Art. 11 GDPR).

Very important:

Different clinical causes of implant loss in a patient can be recorded on one form, but at least one
clinical cause must be selected and ticked.

It is not possible to process the case without providing the batch number of the explanted implant. If
you do not have the batch number, it is necessary that you provide us with the date of purchase or
ideally the receipt number of the purchase.

For hygienic reasons and to avoid potential risk of infection for our staff, please clean the implants
and seal them in a sterilization bag. Otherwise, we are not allowed to process them further, which
unfortunately voids the warranty and the implants returned by you must be destroyed in an
unprocessed condition.

Implants that could not be inserted with primary stability during surgery and therefore have to be
removed on the same day and replaced by an implant with a larger diameter are not covered by this
guarantee. The same applies to implants that became unsterile during surgery because they fell on
the floor, for example.

If prosthetic abutments or other parts incorporated with the implant are sent in together with the
implant, they will NOT be returned or replaced by us. Furthermore, there is no claim for
compensation or similar for these other parts.
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If these requirements are not met, the NOI implants sent by you will be disposed of immediately and
without exception and the guarantee claim will not be processed. In such cases, free replacement
delivery to you can therefore unfortunately also not be carried out!

The clinical cause of the loss, itself, selected by you is not relevant for claiming our non-osseointegration
guarantee. However, on behalf of our Research & Development Department, we ask you to identify and
describe as accurately as possible the clinical data that led to the loss. These data are recorded in a special
program and evaluated regularly for quality assurance purposes.

Please return the enclosed documentation form as soon as possible, together with the implant sealed in a
sterilization bag, to the address listed below so that we can process the case quickly and unbureaucratically.

Note on privacy (data protection):
Please do not send us any patient names.

In other cases, we would like to point out that the patient's name may only be transmitted to us if the patient
has released you from your medical or dental confidentiality obligation. In this case, please send us a copy
of the written declaration of consent. Please understand that, for legal reasons, we will destroy the
documents with the patient's clear name and without a declaration of consent without taking note of their
content.

The transmission of the requested data and information in accordance with the General Data Protection
Regulation (GDPR) takes place on the legal basis of Art. 9 (2) h) GDPR.

Your sincerely

Return Service Center

bredent medical GmbH & Co KG
Retouren-Service-Center
Weissenhorner Str. 2
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Non-Osseointegration Documentation Form

Please use a separate documentation form for each patient. Please fill in the complete details of the implants placed
and explanted.

Important: The form can not be processed if the batch number or the date of purchase are not indicated.

Surgeon Prosthodontist
Customer No.: Customer No.

Requested replacement implant
(if no information is given, you will receive the same implant in exchange)

(Only fill'in if no customer number is available at bredent medical)

Name Name:
Address: Address:
City: City:
Phone: Phone:
Fax: Fax:
e-mail: e-mail:

Patient (please note the protection of patient data according to Art. 9 and Art. 11 GDPR)
Age of the patient:

Gender: O male O female O diverse

General patient risk factors

O Acute periodontitis O Cortisone regularly O Osteoporosis
O Alcoholism O Cytotoxic medication O Psychic disorder
O Allergy: nickel O Diabetes (insulin dependent) O Smoker 0 - no
O Allergy: penicillin O Drugs O Smoker 1 light (1-5 a day)
O Allergies O Dysgnathism O Smoker 2 medium (6-15 a day)
O Adult-onset diabetes O Endocarditis O Smoker 3 heavy (16+ a day)
O Anaemia O Epilepsy O Reflux! Heartburn
O Anxiety (fear) O Anti-coagulants O Rheumatism! Arthritis
O Anti-depressants O Halitosis O Thyroid diseases
O Asthma O Hepatitis A O Sleep disorders
O Tranquilizers O Hepatitis B O Mucosal disorders
O Radiation treatment 1 — (30 Gray) O Hepatitis C O Snoring
O Radiation treatment 2 - (30-50 Gray) O Cardiac arrhythmias O Pregnancy
O Radiation treatment 3 - (> 50+ Gray) O Cardiac insufficiency O Clefts and cranofacial anomalies
O Bisphosphonates O Cardiac pacemaker O Steroids
O Anti-coagulants O HIv O Stress
O Hypertension O Trauma
O Blood glucose O Hypotension O Tumor
O Bruxism O Coagulopathies O Hypersensitive teeth
O Chronic periodontitis O Malnutrition O Xerostomia
Oral hygiene
O Normal O Mild inflammation O Moderate inflammation 0 Severe inflammation
Tel. (+49) 0 73 09/8 72-6 00 Geschéftsfuhrer: Ust-ldent-Nummer: DE247337738 HypoVereinsbank Ulm Commerzbank Ulm
Fax (+49) 07309 /8 72-6 35 Peter Brehm Personlich haftender Gesellschafter: HYVEDEMM461 COBADEFF630
e-mail info-medical@bredent.com Gerald Micko bredent medical Verwaltungs- und DE16 6302 0086 0314 037200 DE58 6304 0053 0922 3041 00
web www.bredent-medical.com Olaf Gliick Handels-GmbH, Senden

Nils Brehm


mailto:info-zahnmedizin@bredent.com
http://www.bredent-medical.com/

oredent

medical

Implantation

Implantation date:

(dd/mm/yyyy)

(please indicate all implants placed - either in the table or in the graphic)

Position Implant REF Batch Bone Explanted
Number: quality
D1-D4
O
O
O
O
O
O
O
O

(I
18 17 16

N I
26 27 28

L]
1
43 47 45 45
I o Y

36 37 38
N I

Temporary restoration

O without
O with splint
O with denture

Explantation

od

with crowns/bridges out of occlusion
with crowns/bridges with loading

Date | Position

Granulation tissue

Reason
(please use abbreviations)

O|0O|0ojo|0o|0|o|o|gno|c

Possible reasons for loss
BG = Connective tissue healing
BR = Break

DN = Pressure necrosis

FB = Early loading

FP = Lack of primary stability
KB = Jaw fracture

KN = Bone necrosis

KO = No osseointegration

NV = Nerve injury

PD = Denture pressure

Pl = Temporary implant

RA = Smoking

SL = Spontaneous loss

UB = Overload

Comments:

Please return the documentation form together with explanted implants (in a sealed sterilization bag) to:
bredent medical GmbH & Co KG
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