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Abbreviations

ADE

AE

Adverse Device Effect

Adverse Event

ASADE Anticipated Serious Adverse Device Effect

BoP
CAL
CBCT
CE
CEJ
CFR
CRF
DD
DMP
EDTA
FDA
FMPS
GCP
GM
ICF
ICH
IFU
IRB
ISO
mil
mm

MP

Bleeding on Probing

Clinical Attachment Level

Cone Beam Computed Tomography
Conformité Européenne

Cemento-Enamel Junction

Code of Federal Regulations

Case Report Form

Device Deficiencies

Data Management Plan
Ethylenediaminetetraacetic acid, Edetic acid
Food and Drug Administration

Full Mouth Plague Score

Good Clinical Practice

Gingival Margin

Informed Consent Form

International Conference on Harmonization
Instructions For Use

Institutional Review Board

International Organization for Standardization
Milliliter

Millimeter

Monitoring Plan
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PPD Probing Pocket Depth
SADE Serious Adverse Device Effect
SAE Serious Adverse Event
SAP Statistical Analysis Plan
SOP Standard Operating Procedures
SRP Scaling and Root Planing
USADE Unanticipated Serious Adverse Device Effect
VAS Visual Analog Scale
Note:
- The term Emdogain® used throughout this document refers to the following device:
Straumann® Emdogain®

- The term PrefGel® used throughout this document refers to the following device:
Straumann® PrefGel®
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CR 01/15
Synopsis

Straumann® Emdogain® Application In Conjunction With Minimaily invasive
Study Title Surgical Technique For Pericdontal Disease Treatment: A Split-Mouth

Design

Study Protocol Number

CR01/15

Study Registration This protocol will be registered at clinicaltrials.gov befare enrollment begins.
The aim of this controlled study is to assess the clinical outcomes and
patient reported outcomes of using minimally invasive surgical procedure
with Straumann® Emdogain® as an adjunct (fest freatment) or without
Straumann® Emdogain® (control treatment).

Primary Objective: To evaluate the regenerative potential of Straumann®
Emdogain® by looking at differences in Clinical Attachment Level {CAL)
between the test and control treatments.

Objectives Secondary Objective: To evaluate the regenerative potential of
Straumann® Emdogain® by looking at differences in:

»  Gingival Margin (GM)

s Probing Pocket Depth (PPD)

o Full Mouth Plague Score (FMPS)

» Bleeding on Probing (BoP)

« Post-surgical pain, and

+« Root dentin hypersensitivity
between the test and control treatments.

Study Design Post-market, prospective, split-mouth, controlled, multi-center study.

The study population will consist of subjects aged 18 to 85 with moderate to

Study Population severe chronic, generalized periodontitis with pockets of 5 mm - 8 mm

probing depth in at least 2 pockets per contralateral quadrants in one arch.

Inclusion Criteria

s Subjects must have voluntarily signed the informed consent form
before any study related procedures

+  Subjects must be males or females who are 18-85 years of age

¢ Subjects must have moderate to severe chronic, generalized
periodontitis with pockets of 5 mm — 8 mm probing depth in at least
2 pockets per contralateral quadrants in one arch (study teeth)

«  Subjects must be committed to the study and the required follow-up
visits

¢ Subijects must be in good general health as assessed by the
Investigator at time of surgery.

Exclusion Criteria

» Subiects taking or intending to take any medications during the
duration of the study that will potentially affect healing and
inflammation

s Subjects who are currently heavy smokers (defined >10 cigarettes
per day or =1 cigar per day) or who use chewing tobacco

s Subjects being treated with systemic antibiotics or subjects that
were treated with systemic antibiotics within 3 months prior to
treatment in this study

+  Subjects with uncentrolled diabetes

Protocol Version 5.0, 28-Mar-2018 Page 7 of 108
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Subjects that are immunocompromised or immunosuppressed

Subjects that cannot provide informed consent

Subjects with drug or alechol abuse

Subjects that have undergone periodontal root planing or

periodontal surgery in the last 6 months

Subjects that are pregnant

» Subjects with necrotizing periodontitis or periodontitis refated to
systemic disease

« Teeth with pockets with probing depth = 9 mm will not classify as
study teeth

» Teeth with pockets or defects with furcation involvement will not
classify as study teeth

e Teeth with mobility degree > 1 without splint will not classify as
study teeth

« Subjects with test and control sites in the two quadrants on adjacent
teeth

+ Patients with compromised health conditions such as uncontrolied
diabetes or uncontrolled systemic diseases, disorders or treatments
that compromise wound healing, chronic high dose steroid therapy,
bone metabaolic diseases, radiation or immuno-oppressive therapy,
and infections or vascular impairment at the surgical site

* Subjects with conditions or circumstances, in the opinion of the

Investigator , which would prevent completion of study participation

or interfere with analysis of study resuits

Al eligible patients will receive periodontal therapy consisting of minimally
invasive surgery, plagque removal, and post-surgery oral hygiene
instructions. Periodontal minimatly invasive surgery is performed either
alone (control quadrant) or in combination with Straumann® Emdogain® (test
quadrant) for the treatment of periodontitis. Following periodontal surgery,
control visits are scheduled at 2-3 weeks and at 1-, 3-, 8-, 9- and 12 months
for clinical evaluations.

visit#

_ |schedule
Within 14 Days of

Informed Consentl

Visit 1 Screening & Baseline Enroliment
SR [ Minimally Invasive Scaling | oy RGERY - Point of -
Treatment Plan Visit2 . |and Root Planing (SRP)and ggrlzici;nf;‘t’ eqnt of .

Emdogain® First Application
Supragingival Plague

Visit 3 Removal and Emdogain® 2-3 Weeks after Surgery
Second Application
Regular Periodontal

| Visit 4 | Maintenance 1 Month after Surgery
| Visit 5
| o - 3 Months, 6 Months and 9
' Visit 6 Follow-up Visits ;
Visit 7 Months after Surgery
Visit 8 Last Follow-up Visit/ Study | 45 1nths after Surgery

End
Investigational Device | Straumann® Emdogain®0.15 ml, 0.3 mi, or 0.7 mi syringe (30 mg/mk)

Straumann® Emdogain® used in the study is CE-marked and has received
Registration Status FDA-clearance {PMA approval No. P930021 5013). The investigational
device will be used within its cleared indications.
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The primary analysis will be conducted after all subjects complete the 12

Primary Analysis months post-surgery visit.

Primary Endpoint » Clinical Attachment Level (CAL) change

¢ Change in Gingival Margin (GM})

+ Change in Probing Pocket Depth (PPD)

« Change in Full Mouth Plaque Score (FMPS)
Secondary Endpoints * Change in Bleeding on Probing (BoP)

+ Change in root dentin hypersensitivity
« Frequency of successful probing points (PPD < 5 mm)

* Number of pockets that would normally be treated surgically that
are converted to pockets that do not require surgical intervention.

Interim analysis will be done at 3 months post-surgery; optional interim
analyses will be performed at 6 months and 9 months post-surgery.

¢ Change in Clinical Attachment Level (CAL)

« Change in Gingival Margin {GM)

¢ Change in Probing Pocket Depth (PPD)

* (Change in Bleeding on Probing (BoP)

Interim Analysis * Change in root dentin hypersensitivity

Endpoints » Frequency of successful probing points {(PPD <5 mm})

¢« Number of pockets that would normally be treated surgically that
are converted to pockets that do not require surgical intervention.

« Comparison of pain level between treatment groups at 1-2 days, 1
week, and 2 weeks after surgery.

Interim Analysis

Statistics of the endpoints will be presented for raw values and change from

Statistical baseline overall and by study center. The planned statistical testing to
Consideration compare the treatment groups wili be outlined in a Statistical Analysis Plan
(SAP).

The patients will be monitored for adverse events by the Investigators untii
Safety the end of follow-up for each patient. All device complaints and failures will
be reported without delay to Straumann.

Countries in which the

Study will be performed United States and Canada

Number of participating

ers
centers 4 center

Dr. Veronigue Benhamou, DDS
., . Dr. Jennifer Hirsch Doobrow, DMD
Principal Investigators
at Centers Dr. Pamela K. McClain, DDS
Prof. Dr. Dr. h.c. Adrian Kasaj, M.Sc

Number of Subjects

Planned to be Enrolled | 20 SUPIECts

|
|
|
E
%
|
:
|
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Date of Study Initiation | September 2015

Date of Study Enroliment through December 2016; Follow-up complete for all subjects by
Completion December 2017
Sponsor Institut Straumann AG

This study and any amendments will be performed according to ISO
14155:2011, ICH E&{R 1} Guideline on Good Clinical Practice (GCF) 1996,
Compliance and conformed to the Declaration of Helsinki (last revised Fortaleza 2013}
Local legal and regulatory requirements include compliance with 21 CFR
50, 21 CFR 54, and 21 CFR 58.

Protocol Version 5.0, 29-Mar-2018 Page 10 of 106
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1 Background and Rationale

The goal of regenerative periodontal therapy is the reconstruction of lost periodontal structures.
Results from preclinical and clinical studies have shown that Emdogain® successfully promotes
periodontal wound healing and regeneration, when used in conjunction with periodontal open
flap surgery'. Although Emdogain® has been proven successiul to effectively promote
periodontal regeneration as part of surgical procedures attempts to use the product for
periodontal regeneration as part of minimally invasive surgery (i.e. flapless) procedures remain
inconclusive and controversial or do not allow a definite conclusion on the effectiveness.! %245
6.7.8.9.10 Although the majority of reports does not support the use of Emdogain® in flapless
periodontal procedures, few reports like the one of Wennstrdm et al. indicate a potential effect of
the product in flapless periodontal procedures’. Specifically the authors have reported that
Emdogain® provides an advantage in the early wound healing after flapless periodontal

debridement.

A more thorough review of the available literature suggests that all attempts to establish the use
of Emdogain® in flapless methods have lacked a systematic and standardized approach. In
particular the preconditions as well as the details of the clinical workflow need to be carefully
defined in order to analyze the success of regenerative procedures using Emdogain®in a
flapless application. With this regards thorough debridement of the root/dentin surface but also
removal of granulation tissue might be considered as a precondition for Emdogain® mediated
regeneration of the periodontal tissues and periodontal attachment. As a consequence a
defined and validated workflow is estimated to be necessary in order to achieve this goal.
According to our knowledge such a systematic approach, which is considered to be necessary
has not been applied yet to analyze the potential of Emdogain® in flapless periodontal

procedures.

Mechanical debridement can be effectively achieved by manual (curettes) and power-driven
tools (sonic and ultrasonic instruments) and can be partly combined with fiber optics in power-
driven devices to improve the efficiency of root cleaning. In spite of the great efforts in the
mechanical surface cleaning process it is well known today that pathogenic bacteria especially
remain in the biofilm residues and also inside the tissue and cause reinfection and inflammation.
More recent and advanced debridement strategies combine such approaches with laser-
therapy, specifically in combination with photosensitizers (= antimicrobial photodynamic therapy,
aPDT) to achieve full mechanical and microbiological debridement of the periodontal defect,

which cannot be achieved by mechanical strategies alone.
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To our knowledge as of today a validated and standardized workflow, which leads to a nearly
complete mechanically and microbiologically cleaned root surface as starting point to evaluate
the healing potential of Emdogain® in minimally invasive surgery application does not exist.
Furthermore the selection criteria for clinical preconditions to allow treatment by the envisaged
flapless workflow needs to be defined, such as inclusion criteria related to the type of

periodontal defect, i.e. type, depth, width, and amount of granulation tissue, etc.

2 Study Objectives

A concept paper was developed by an independent expert group to identify and define the most
important criteria within a clinical workflow using Emdogain® as part of the Scaling and Root
Planing (SRP) minimally invasive surgical procedure for periodontal therapy and to standardize
the workflow in order to optimize the regenerative potential of Emdogain®. In addition to defining
the parameters within the workflow, the authors of the concept paper defined the preconditions
and inclusion criteria, as well as exclusion criteria, to help select the appropriate patient

population for treatment,

The concept paper is a basis for this study, which aims to provide a clinical assessment of the
treatment workflow through a series of controlled cases. The controlled cases in this study will
help to further define the workflow and evaluate the workflow based on clinical practicability and

usability.

Furthermore this controlled case series will be used to obtain a first indication for the potential of
Emdogain® in minimally invasive surgical procedures. Depending on the outcome of this pivotal
study future steps in the project will include a defined clinical trial in a larger patient population.
This clinical trial will be based on the knowledge gained from these initial controlled cases.

Future steps will also include the transfer of the standardized workffow into daily practice by
assessing the conditions under which the workflow can be used and under which it cannot be

recommended any more.

The aim of this controlled study is to assess the clinical outcomes and patient reported
outcomes of using minimally invasive surgical procedure with Emdogain® as an adjunct (test

treatment) or without Emdogain® (control treatment).

2.1  Primary Objective
To evaluate the regenerative potential of Emdogain® by looking at differences in Clinical

Attachment Level (CAL) between the test and control freatments.
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2.2 Secondary Objectives
To evaluate the regenerative potential of Emdogain® by looking at differences in:

» Gingival Margin (GM)

+ Probing Pocket Depth (PPD)

¢ Full Mouth Plaque Score (FMPS)
* Bleeding on Probing (BoP)

e Post-surgical pain, and

» Root dentin hypersensitivity

between the fest and control treatments.

3 Study Design

3.1 Type and Design of Study
This study is a post-market, prospective, split-mouth, controlled, multi-center study. Split-
mouth design: each patient receives two treatments that are randomly assigned to either

the right or left quadrant of the maxillary or mandibular arches.

» Test Treatment: Minimally Invasive Scaling and Root Planing (SRP) and

applications of Emdogain®
e Controf Treatment: Minimally Invasive Scaling and Root Planing (SRP) alone
3.2 Intended Use
Emdogain®is intended as an adjunct to periodontal surgery as a topical application onto

exposed root surfaces to provide regeneration of tooth support lost due to periodontal

disease or trauma. Emdogain® is indicated for the treatment of the following conditions:
¢ Intrabony defects due to moderate to severe periodontitis
¢ Mandibular degree Il furcations with minimal interproximal bone loss

» Gingival recession defects in conjunction with surgical coverage procedures such as

the coronally advanced flap technique

» Emdogain® is also indicated for use in a minimally invasive surgical technique in

esthetic zones to optimize tissue height for intrabony defects only.

This study will be looking at the use of Emdogain® in minimally invasive surgical technique
to optimize fissue height for intrabony defects.
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PrefGel® is intended for topical application onto exposed root surfaces during periodontal

surgery in order to remove the smear layer, prior the application of Emdogain ®.

3.3 Study Treatments

The workflow consists of:

Baseline evaluation:

The initial periodontal examination is conducted at the Visit 1 and includes a complete
periodontal charting, including Pocket Probing Depth (PPD), Gingival Margin (GM),
Bleeding on Probing (BoP), and Full Mouth Piaque Score (FMPS). This examination will be
used to determine eligibility for the study based on inclusion/exclusion criteria (Section 3.7.1
and Section 3.7.2). Also, these are the baseline data used for the statistical analysis.

Treatment:

After qualification for the study, the subject will be randomized and treated with minimaliy
invasive Scaling and Root Planing (SRP). An initial application of Emdogain® is performed
during the SRP treatment for one quadrant (test). SRP alone will be performed in the
contralateral quadrant (control). In addition, PrefGel® is applied on the test quadrant only

(prior to the initial application of Emdogain®).

Based on the reported literature on how long Emdogain® remains in periodontal pockets''1?
a second application will be carried out 2-3 weeks after the initial Emdogain® application for
the test quadrant to ensure longer presence of Emdogain® in the defect. Postoperative

treatment is detailed in Section 5.2.3.

Re-evaluation and Follow-Up:

At 3 months, 8 months, 9 months, and 12 months after the initial application of Emdogain®,
re-evaluations will be carried out in order to identify residual pockets that are indicated for
perio-surgery (PPD = 5 mm). This study design, including a dual application of Emdogain®,
clearly aims to differentiate this treatment workflow from the approaches that have been

reported in the literature.

3.4 Study Endpoints
The primary analysis will be conducted after all subjects complete the 12 months post-

surgery visit;

3.4.1 Primary endpoint
» Change in Clinical Attachment Level (CAL)

Protocol Version 5.0, 29-Mar-2018 Page 22 of 106




CR 0115 /slraumcmn

3.4.2 Secondary endpoints
» Change in Gingival Margin (GM)

e Change in Probing Pocket Depth (PPD)

+ Change in Full Mouth Plague Score (FMPS)

¢ Change in Bleeding on Probing (BoP)

» Change in root dentin hypersensitivity

+ Frequency of successful probing points (PPD < 5 mm)

* Number of pockets that would normally be treated surgically that are converted

to pockets that do not require surgical intervention

Additicnal analysis will be done at 3, 6, 9 months post-surgery:

3.4.3 Additional endpoints
¢ Change in Clinical Attachment Level (CAL)

» Change in Gingival Margin (GM)

e Change in Probing Pocket Depth (PPD)

* Change in Bleeding on Probing (BoP)

» (Change in root dentin hypersensitivity

+ Frequency of successful probing points (PPD < 5 mm)

« Number of pockets that would normally be treated surgically that are converted

to pockets that do not require surgical intervention
e Comparison of pain level between treatment groups at 1-2 days, 1 week, and 2

weeks after surgery.

3.5 Study Sample Size
The study will enroll 50 subjects at 4 centers.

3.6 Study Duration
The study is expected to enroll up to 50 subjects through December of 2016. The subject’s
participation in the study is expected to be 12 months and consists of 8 study visits.
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3.7 Study Popuiation
The study population will consist of male or female patients aged 18 to 85, with moderate to

severe chronic, generalized periodontitis with pockets of 5 mm — 8 mm probing depth in at

least 2 pockets per contralateral quadrants in one arch. Subjects will be recruited at the

clinics where the Investigators are practicing in the United States and Canada and possibly

through referring dentists’ offices. Subjects will also be recruited from a University dental

clinic in Germany. Each subject will sign a written consent statement prior to any study

procedures.

Subjects who provided consent in writing will be evaluated for eligibility during the screening

visit and immediately prior to randomization. Patients will be screened based on the

inclusion and exclusion criteria presented below.

3.7.1 Inclusion Criteria

All of the inclusion criteria must be met to qualify for this study:

Subjects must have voluntarily signed the informed consent form before any

study related procedures
Subjects must be males or females who are 18-85 years of age

Subjects must have moderate to severe chronic, generalized periodontitis with
pockets of 5 mm - 8mm probing depth in at least 2 pockets per contralateral

quadrants in one arch (study teeth)
Subjects must be committed to the study and the required follow-up visits

Subjects must he in good general health as assessed by the Investigator

3.7.2 Exclusion Criteria

If any of the following are met during screening, the subject or teeth must be excluded

from the study and will not classify as subjects or study teeth.

Subjects taking or intending to take any medications during the duration of the
study that will potentially affect healing and inflammation

Subjects who are currently heavy smokers (defined >10 cigarettes per day or

>1 cigar per day) or who use chewing tobacco

Subjects being treated with systemic antibiotics or subjects that were treated

with systemic antibiotics within 3 months prior to treatment in this study

Subjects with uncontrolled diabetes
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4.1

Subjects that are immunocompromised or immunosuppressed
Subjects that cannot provide informed consent
Subjects with drug or alcohol abuse

Subjects that have undergone periodontal root planing or periodontal surgery

in the last 6 months
Subjects that are pregnant

Subjects with necrotizing periodontitis or periodontitis related to systemic

disease
Teeth with pockets with probing depth 2 @ mm will not classify as study teeth

Teeth with pockets or defects with furcation involvement will not classify as

study feeth
Teeth with mobility degree > 1 without splint will not classify as study teeth
Subjects with test and controf sites in the two quadrants on adjacent teeth

Patients with compromised heaith conditions such as uncontrolled diabetes or
uncontrolled systemic diseases, disorders or treatments that compromise
wound healing, chronic high dose steroid therapy, bone metabholic diseases,
radiation or immuno-oppressive therapy, and infections or vascular

impairment at the surgical site

Subjects with conditions or circumstances, in the opinion of the Investigator,
which would prevent completion of study participation or interfere with analysis

of study results

Study Products Description

General Product Information

Emdogain®is the investigational device in this study. PrefGel®is a product applied prior the

application of Emdogain® but is not investigated in this study.

Straumann will provide the four centers with the necessary amount of Emdogain® and

PrefGel®for the study. These products delivered for the study are to be used only for the

subjects enrolled in the study and according to this protocol.

Emdogain® is a resorbable, implantable material for periodontal regeneration. It consists of

hydrophobic enamel matrix proteins extracted from developing embryonal enamel of
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porcine origin in a propylene glycol alginate carrier. Once applied onto an exposed root
surface the protein self assembles into an insoluble three-dimensional matrix. Emdogain® is
supplied in pre-filled, ready-to-use sterile, syringes and available in three sizes (0.15ml, 0.3
ml, 0.7 ml of the gel). The 0.3 m! and 0.7 ml solution are delivered in packs of 1 syringe,
while the 0.15 ml solution is delivered in packs of 5 syringes. The gel has a suitable

viscosity to facilitate application directly onto root surfaces exposed during periodontal
surgery.
The syringe containing 0.15 ml or 0.3 ml is intended for the treatment of one periodontal

defect, while the one containing 0.7 ml for the treatment of up to 3 periodontally involved
teeth.

PrefGel® 0.6 mi is a neutral Ethylenediaminetetraacetic acid, Edetic acid (EDTA)
formulation intended for topical application onto exposed root surfaces during periodontal
surgery in order to remove the smear-layer, prior the application of Emdogain ®. Mechanical
debridement of a root surface inevitably produces a smear-layer, which in turn may prevent

or retard periodontal healing. PrefGel® is packaged in single-use sterilized pipettes.

Figure 1: Example of Emdogain® and PrefGel® syringes

i 4.2 Instructions For Use, Handling and Labeling
E Emdogain® and PrefGel® will be used according to the Instructions For Use (Appendix 1
and Appendix 2) containing the approved indications, contraindications, warnings,

precautions and sterilization instructions:
+ |FU 700019 Emdogain® (US version)
s |IFU 701910 Emdogain® (German version)

s [FU 700096 PrefGel®
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Emdogain®is CE marked since 1995 (0.3 mi and 0.7 ml syringes) and 2012 (0.15 mi
syringe), and received FDA marketing clearance since July 2012 (PMA approval No.
P930021 S013). PrefGel® is CE marked since 1997 and subject of cleared 510(k) pre-
market notifications K140878 since January 2007.

Emdogain® and PrefGel® will not be used if sterile package is opened or damaged prior to
use. The package will be discarded or returned to manufacturer with the enclosed syringe
and cannula if this is the case. Each pre-filled syringe is intended for use in one subject
only and shall not be re-sterilized or reused. Reuse of single-use devices creates a
potential risk of patient or user infection. Contamination of the device may lead to injury or

serious illness of the patient.

The products will be removed from cold storage approximately 30 minutes before use,

applied at ambient temperature and within shelf life.

The plastic top of the syringe will be removed and the supplied application needle will be
attached. Emdogain® will be used within 2 hours and any remaining get will be discarded.

The syringe and cannula are single use items.
The products must be used within their cleared indications.

All device deficiencies shall be reported by the Investigator to Straumann USA on the

Device Deficiency Case Report Form as described under section 7.3.3.

4.3 Storage
The study products should be stored in their original container until used and its access

shall be controlled.

Emdogain® and PrefGel® must be stored in a refrigerator (2 — 8 °C / 36°-46°F) upon

arrival as indicated on the label of the packaging.

Separation of Emdogain® may occur, which is identified as a non-homogeneous gel.
Homogenization of the separated material can be achieved by shaking down the gel from
the top to the bottom of the syringe, turn around the syringe and repeat the procedure ten

to fifteen times until homogenization returns.

4.4 Device Accountability

The Investigator must maintain an accurate and up-to-date accountability record of all
study products, Emdogain® and PrefGel®, received, used, discarded (opened, but non-
used) and returned during the course of the study. This information shall be recorded in the
Device Accountability Record Log.
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At each monitoring visit, the monitor will check the investigational device accountability for

accuracy and completeness.

At the end of the study, the monitor or Straumann'’s delegate conducting the closeout visit
will perform a final reconciliation of the device accountability (cross check between the
Device Record Accountability Log, the shipments delivery notes and the acknowledgement

of device receipts).

4.5 Return of Study Device
After treatment of the last subject, any remaining unopened study products at site must be
returned to Straumann and acknowledged for receipt. A copy of the acknowledgement of

receipt must be filed in the Investigator Site File.

4.6 Risk Analysis, Risk/Benefits

The device risk analysis and risk assessment for Emdogain® and PrefGel® was conducted
according to EN 1SO 14971, part of the Straumann risk management process which
ensures adequate handling of risk analysis, risk evaluation, risk controf and evaluation of
overall residual risk acceptability. Full results are included in the Risk Management Report
for Emdogain®, PrefGel® and Osteogain Version 1.0 dated 1 September 2014.Refer to the
Section 7.2.6 of this protocol for a description of the anticipated adverse device effects.

Read carefully the risks associated with the investigational device and the procedures
involved in its use listed in Instructions For Use in Appendix 1 and Appendix 2 under

Warning and Cautions/ Precautions.

An anticipated benefit of the application of Emdogain® in combination with the minimally
invasive surgical technique is the decrease of pain at treatment until 2 weeks after the

surgery, as the decrease in root dentin hypersensitivity.

The identified hazards have been mitigated and the overall residual risks for the described

medical devices are in the acceptable range.

In conclusion, the risks associated with the use of the Emdogain® and PrefGel® are

acceptable when weighed against the benefits to the patient.
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5 Study Procedures
5.1 Subject Screening and Baseline Evaluation

5.1.1 Informed Consent

The informed consent process will be conducted at Visit 1. It is the responsibility of the
Principal Investigator, or a person designated by the Principal Investigator, to obtain
informed consent from each subject participating in this study prior to any study related
procedures. As part of the informed consent discussion with a potential subject, the
Investigator or designee will provide an adequate explanation of the overall
requirements/procedures of the study, purpose of the study, the nature of the planned
treatment, any alternative procedures, and possible risks, complications, and benefits
of the study. The Investigator or designee will also expiain that the subjects are
completely free to refuse to. enter the study or to withdraw from the study at any time

for any reason without prejudice.

The informed consent process will be approved by an Institutional Review Board (IRB)
before consenting can begin. The Informed Consent Form (ICF) will be available in the
primary language of the subject. This IRB approved consent form will be signed and
dated by the subject and the person obtaining consent. Investigators will keep the
original signed informed consent document in a secure location and a copy of the

signed consent form will be given to the subject.

If new safety information results in significant changes in the risk/benefit assessment,
the consent form will be reviewed and updated if necessary. All enrolled subjects will
be informed of the new information, given a copy of the revised form and asked to

provide consent to continue the study.

5.1.2 Inclusion and Exclusion Criteria
The inclusion and exclusion criteria will be evaluated at the screening visit. Subjects
must fulfilt all of the inclusion criteria and not meet any of the exclusion criteria. If this

condition is not fulfilled, these patients will be considered as screen failures.

5.1.3 Medical and Dental History

Relevant medical history (e.q., allergic reactions, systemic diseases) and current
medical conditions will be evaluated by the Investigator based on the information
available. The information may be cbtained from the subject’'s general physician or
from oral communication with the subject.

Medical History:
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If patient needs pre-medication
e Smoker: "yes” or “no”; if “yes’, how many
« |f patient has been treated with systemic antibiotics, if “yes”; for how long
« |f patient has uncontrolled diabetes: “yes” or “no”
e If patient is immunocompromised in anyway
» |If patient has history of drug or alcohol abuse
o |f patient is pregnant. “yes” or “no”
Dental History:
+ If patient has undergone any periodontal root planing or periodontal surgery in

the last 6 months

5.1.4 Demographics
Subject demographics, including age, gender, and race/fethnicity, will be documented

at the screening visit.

For race, the subject may select American Indian or Alaskan Native, Asian, Black or
African American, Native Hawaiian or Other Pacific islander, or White. For ethnicity,

data will be collected on whether the subject is Hispanic or Latino.

5.1.5 Pregnancy Test

Women of child-bearing potential (women who are not surgically sterile or
postmenopausal (defined as amenorrhea for >12 months}) must perform a pregnancy
test (validated over-the-counter test) at Visit 1, before taking study required
radiographs to confirm that the woman is not pregnant. The test result must be
documented in the source data. A woman who is pregnant or planing to become

pregnant at any point during the study duration cannot be enrolled in this study.

If a woman becomes pregnant during the study, a protocol deviation form should be
completed. The woman should be followed for the duration of the pregnancy, without
the study required radiographs, and the outcome of the pregnancy should be

documented.

Protocot Version 5.0, 29-Mar-2018 Page 30 of 106




CR 01/15 / siraumann

5.1.6 Concomitant Medication
Concomitant medication, procedures, and supportive therapies will be recorded at the
screening visit. Any changes in the concomitant medications, procedures, and

supportive therapies must be documented at each study visit until the end of the study.

5.1.7 Adverse Event Check

At each visit the Investigator should determine if any adverse events occurred since
the last study visit by speaking with the subject and reviewing any dental and medical
records. These Adverse Events (AEs), along with any adverse events from the current
study visit, should be documented and reported as described in Section 7. of the
protocol. In addition the Investigator should evaluate the status of any ongoing

adverse events throughout the study as specified in Section 7.4.

5.2 Treatment Procedures
The treatment workflow is graphically presented in Appendix 3 and starts from Visit 2 —
Surgery Visit.

5.2.1 Selection and Assignment of Quadrants

The inclusion and exclusion criteria will be reviewed (Section 3.7.1 and 3.7.2). If the
subject remains eligible, randomized treatment assignment of a quadrant {test or
control), will be done via randomization envelopes. At Visit 2, the Investigator or
designee will open a sealed randomization envelope. The randomization envelope will
identify the treatment assignment for the right and left quadrants, both in the same arch

of the eligible patient. Randomization envelopes must be open in sequential order.

5.2.2 Surgery - Minimally Invasive Scaling and Root Planing and Emdogain®
First Application

Patients that have been randomized and have scaiing and root planing with Emdogain®
treatment during Visit 2 are considered enrolled in the studyEach subject will receive
local anesthetic and be treated in one visit with a sequence of steps defined by the

treatment assignment:

o Test treatment: For the quadrant assigned to scaling and root planing +

Emdogain® the following steps should be conducted for treatment: scalfing and
root planing, control of bleeding, application of PrefGel® (until there is clear
overflow from the pocket) to remove any residual smear layer for 2 minutes,
irrigation with sterile saline thoroughly, and application of Emdogain® starting

apically and advancing coronaily until there is clear overflow from the pocket.
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e Control treatment: For the contralateral quadrant, assigned to scaling and root

planing alone, the following steps should be conducted at the same visit as the

test treatment: scaling and root planing and control of bleeding.

Mechanical debridement will be carried out in the manner commonly performed by the
clinician (e.g., hand instrumentation, ultrasonic scalers with diamond tips}). No
antimicrobial agents or techniques (antibiotics or antiseptics, photodynamic therapy)
will be applied during treatment. No vasoconstrictors (other than 1:100 000 or 1:200
000 epi in local anesthetic) or hemostatic agents will be used in sutrrounding soft
tissues or pockets. Bleeding will be stopped by conventional technigques as much as

possible. No sutures or periodontal dressings will be applied.

In order to standardize treatment across centers, only loupes or a microscope can be

used as an assistive visual aid for debridement and removal of calculus from defects.

Other quadrants not being evaluated in the study should be treated according to

standard practice.

5.2.3 Plaque Removal and Emdogain® Second Application

After the surgery, all subjects will be given a periodontal cleaning with supragingival
plague removal for both the test and control quadrants at Visit 3. At this vistt,
Emdogain® will be re-applied to the test quadrant. In detail, this procedure involves no
anesthesia, supragingival plague removal at low power setting, no Prefgel® application,
and application of Emdogain® will start apically and advance coronally (as appropriate

for treatment assignment group).

Other quadrants not being evaluated in the study should be treated according to

standard practice.

5.2.4 Post Treatment Instructions

After both procedures described above, at Visit 2 and 3, the subject will be sent home
with post-treatment instructions that includes the use of antiseptic oral rinse (e.g.,
0.12% chlorhexidine solution) for one week with no brushing during that time. The
subject will also be instructed to refrain from flossing or using a waterpik for one month
after the treatment. No local or systemic antibiotics should be prescribed. When
brushing, soft brushes are recommended to be used on a 90° angle on the tooth

surfaces in order to avoid sulcular brushing.
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5.2.5 Supragingival Prophylaxis
Supragingival Prophylaxis includes plaque control and supra-gingival teeth cleaning,

with no subgingival instrumentation.

5.2.6 Regular Periodontal Maintenance
At each follow-up visit, regular periodontal maintenance will be provided and may
include plaque control, supra-gingival teeth cleaning, or any other necessary therapy

that is standard practice at the study center.

5.3 Outcome Assessmentis

The following measurements will be taken by the same examiner throughout the study.

5.3.1 Pocket Probing Depth (PPD)
Probing Pocket Depth (PPD) wili be measured by recording the distance from the
gingival margin to the bottom of the probable pocket at 6 sites (mesiofacial, facial,
distofacial, distolingual, lingual, mesiolingual) on the teeth in the contralateral

guadrants.

Assessment will be done at screening/baseline visit and from the 3-month to the last

follow-up visit.

5.3.2 Gingival Margin (GM}
The Gingival Margin (GM) measurements will be performed simultaneously with the
PPD measurements. GM will be measured by recording the distance from the
Cemento-Enamel Junction (CEJ) to the margin of the gingiva at 6 sites (mesiofacial,
facial, distofacial, distolingual, lingual, mesiolingual) on the teeth in the contralateral

quadrants.

In periodontal sites with a visible CEJ (see Figure 2), the distance from the CEJ to the

margin of the gingiva will be measured as noted in the diagram below.

in periodontal sites with no visible CEJ (see Figure 3), the periodontal probe will be
inserted into the periodontal pocket and angulated approximately 45° in order to
manually detect the reference line. The depth of insertion into the periodontal pocket
will be recorded as the GM.

A negative value for the GM indicates gingival recession. A positive value for the GM
indicates the gingiva is covering the CEJ. A zero indicates the gingiva is at the same
level as the CEJ.
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Assessment will be done at screening/baseline visit and from the 3-month to the last

follow-up visit
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Figure 3: Measurement of the GM when the CEJ is not visible
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5.3.3 Clinical Attachment Level (CAL}
Clinical Attachment Level (CAL) measurements will be derived from the PPD and GM

measurements as follows:
CAL = PPD -GM

Measurement will be calculated from the PPD and GM values taken at

screening/baseline visit and from the 3-month to the last follow-up visit.

5.3.4 Bleeding on Probing (BoP)
Bleeding on probing (BoP) will be measured on the teeth in the contralateral quadrants.
The presence of bleeding wili be documented as a "yes” or “no” response on 6 sites

(mesiofacial, facial, distofacial, distolingual, lingual, mesiolingual).

Assessment will be done at screening/baseline visit and from the 3-month to the fast

follow-up visit

5.3.5 Full Mouth Plague Score (FMPS)

The Full Mouth Plague Score (FMPS) according to O’'Leary et af should be
documented as an indicator for the oral hygiene on each single tooth of the mouth
mesial, distal, facial, and lingual.” Disclosing agents should not be used to assess

plague.
The FMPS will be assessed with the following formula:

# of tooth surfaces with plague

100 = FMPS
total number of tooth surfaces

Assessment will be done at Visit 1, Visit 3 and at the 12-month follow-up visit.

5.3.6 Pain Scale

Postsurgical pain will be measured on a Visual Analog Scale (VAS) (Appendix 4) by
asking the patient to assess their pain at three time points after treatment with
minimally invasive SRP and Emdogain® application. The three time points wili be 1-2

days, 1 week, and 2 weeks after surgery.

Subjects will be given a paper Case Report Form (CRF) to bring home with them and
mark their responses on the VAS. The subject will mark a 100 mm scale with a vertical
line directly on the CRF. The subject will then return the form to the clinic and a
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5.4

measurement will be made from the left of the scale to the point of the first marking

from the subject to determine the value in mm.

5.3.7 Root Dentin Hypersensitivity

Presence of root dentin hypersensitivity is examined by isolating the neighboring teeth
and using a conventional air blast for three seconds on the study tooth. The root dentin
hypersensitivity is recorded as “none” (no reaction from the subject), “mild” (sensibie
with no pain), “moderate” (sensible with slight pain), or “severe” (sensible with pain that
persists for a while). Assessment will be done at Visit 2 — Minimally Invasive Scaling
and Root Planing and Emdogain® First Application (SURGERY) and from the 3-month

to the last follow-up visit.

5.3.8 Radiographs

Peri-apical radiographs, panoramic radiograph, or Cone Beam Computed Tomography
(CBCT) of the teeth in the contralateral quadrants will be taken according to the
standard practices at the clinic. Ideally images shouid be taken at screening/baseline

visit and at the 12-month visit.

5.3.9 Intra-oral Photographs

Intra-oral photographs will be taken at each study visit to document the initial
appearance of the soft tissue and the subsequent healing of the soft tissue after the
study treatment. The camera alignment should be perpendicular to the labial surface of
the tooth being photographed. Photographs should document all of the treated teeth. A

minimum of 5 mm of the marginal soft tissue should be present in the photograph.

Three photographs are required at each visit, including one standard full mouth, and
two of the right and left teeth in occlusion. If Visit 1 and Visit 2 are combined, a set of

photographs should be taken pre and post-surgery.

Photographs will be labeled for easy identification of the subject and study visit.

Protocol Related Procedures

5.4.1 Point of Enroliment
The point of enrollment in this study is defined as the moment when the subject is
randomized and the investigational device Emdogain® is applied at the study site,

during the surgery taking place at Visit 2.

Patients enrolied in the study will be documented in the Patient and Enrollment Log.
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5.4.2 Withdrawal Criteria and Procedures

Any subject may withdraw from the study at any time without prejudice and will be
offered an alternative treatment for his/her dental condition. Subjects will be advised of
the need for the prescribed follow-up visits for their ongoing care, well-being, and

collection of any safety data.
e The Investigator may withdraw any subject from the study in the case of:
« Non-compliance with the protocol
« Failure to attend the follow-up visits

« Serious adverse event or adverse event, in the opinion of the Investigator,

which prevents the subject’s further participation in the study.

The subject withdrawal will be documented on a study termination form and must
include the reason for the subject withdrawal. All efforts will be made to capture the

primary study endpoint for each subject prior to withdrawal.

If the subject signed consent, but did not meet the inclusion/exclusion criteria, then the
subject will be considered a screen failure. This will be documented on the study

termination form.

if at any time a subject requires surgery during the course of the study in the region of
the mouth being evaluated in the study, then the subject should be withdrawn from the
study.

5.4.3 End of Study

Once the subject is seen for the final visit at 12 months post-surgery, the subject will
have completed the study. This will be documented on a study completion form.
5.4.4 Subject Replacement Procedures

Subjects that are considered screen failures will be replaced.

Subjects that have been randomized, have scaling and root planing with Emdogain®

treatment during Visit 2 are considered enrolled and will not be replaced.

5.4.5 Protocol Deviations
Deviations from the procedures established in the protocol are not permitted. ifa
deviation ocecurs, the deviation will be recorded on the Protocol Deviation Log. The

sponsor shall be notified immediately of any deviations in informed consent and
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inclusion/exclusion criteria (i.e. major deviations), and the IRB shall be notified

according to the requirements of the local IRB.

Any deviation from the protocol (including deviations from the expected study visit

windows, i.e. minor deviations) may jeopardize the study outcome. Non-compliance of

the subjects, as well as of the Investigators, may lead to the closture of the respective

study center.

6 Schedule of Assessments

An overview of the schedule of assessments is provided in the Table 1 - “Schedule of

Assessments”.

6.1

Visit Windows

Subjects need to be seen within the following windows:

Visit#  |VisitName

i VlSlthdow e

Informed Consent/Screening & Baseline

Visit 1 Visit 14 - 0 Days before enroliment
Final Screening
Randomization RANDOMIZATION AND SURGERY - Point of
Visit 2 Minimally invasive Scaling and Root enrolkment
Planing and Emdogain® First Day 0
Application
- Supragingival Plaque Removal and ) )
Visit 3 Emdogain® Second Application 2-3 Weeks + 2-3 Days
Visit 4 Regular Periodontal Maintenance 1 Month £ 1 Week
Visit & 3-Month Follow-up Visit 3 Months + 1 Week
Visit 6 8-Month Follow-up Visit 6 Months + 2 Weeks
Visit 7 g-Month Follow-up Visit 9 Months + 2 Weeks
Visit 8 12-Month Follow-up Visit 12 Months * 2 Weeks

6.2 Visit1 - Screening & Baseline Visit

This visit should be completed within 14 days prior to the Surgery Visit (Visit 2). An initial

evaluation will be conducted to determine whether the subject meets the study inclusion

and exclusion criteria.

The following procedures and assessments will be performed and recorded at the

screening visit:

Informed consent

Medical & Dental history
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¢ Demographics
s Pregnancy Test
e Inclusion/exclusion criteria
« Initial Periodontal Examination and Assessment of Periodontal Status
« Collection of baseline clinical measurements:
o Pocket Probing Depth
o Gingival Margin
o Bleeding on Probing
o Full Mouth Plaque Score
« Radiographs
« Photographs
+ Concomitant Medications

» Adverse Events check

6.3 Visit 2 — Minimally Invasive Scaling and Root Planing and Emdogain® First
Application {SURGERY)

Visit 2 needs to be completed within 14 days from the Screening & Baseline Visit. ltis

possible to conduct Visit 1 and Visit 2 at the same office visit.
The following will be conducted during this visit:
« Final review of inclusion/exclusion criteria and determination of subject eligibility.
« Identification of the contralateral quadrants and treatment assignment
« Root Dentin Hypersensitivity at the study teeth
« Randomization (if subject meets all eligibility criteria).

« Minimally invasive scaling and root planing, control of bieeding, application of
PrefGel®, irrigation with sterile saline, and first application of Emdogain® for teeth

treated in test quadrant,

« Scaling and root planing and control of bleeding for teeth treated in control quadrant.

Pain scale completion by the patient
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« Post treatment oral hygiene instructions
o Photographs
« Concomitant Medications

¢ Adverse Events check

6.4 Visit 3 - Supragingival Plaque Removal and Emdogain® Second Application

The patient will be recalled for a visit at 2.3 weeks after the surgery, for a periodontal
cleaning with supragingival plague removal and reapplication of Emdogain® according fo

the treatment assignment.

In particular, the subject will have the following procedures and/or evaluations performed

and documented:
« Supragingival plague removal for both test and control quadrants

« Emdogain® re-application to teeth treated in test quadrant (no PrefGel® re-

application)
« Full Mouth Plague Score
« Pain scale completion by the patient
e Post treatment oral hygiene instructions
+ Photographs
e Concomitant Medications

e Adverse Events check

6.5 Visit 4 — Periodontal Maintenance
The subject will be recalled for a visit at 1 month after Surgery.

In particular, the subject will have the following procedures and/or evaluations performed

and documented:
» Supragingival Prophylaxis.
¢ Photographs
« Concomitant Medications

« Adverse Events check
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6.6 Visit 5 — Follow-up Visit 3 Months
Subjects will be recalled at 3 months after Surgery.

The subject will have the following procedures and/or evaluations performed and

documented:

« Data Collection including: Pocket Probing Depth, Gingival Margin, Bleeding on
Probing, Root Dentin Hypersensitivity at the study teeth

¢ Regular Periodontal Maintenance
s Photographs
¢ Concomitant Medications

e Adverse Events check

6.7 Visit 6 — Foilow-up Visit 6 Months
Subjects will be recalled at 6 months after Surgery.

The subject will have the following procedures and/or evaluations performed and

documented:

« Data Collection including: Pocket Probing Depth, Gingival Margin, Bleeding on
Probing, Root Dentin Hypersensitivity at the study teeth

« Regular Periodontal Maintenance
e Photographs
e Concomitant Medications

+ Adverse Events check

6.8 Visit 7 — Follow-up Visit 9 Months
Subjects will be recalled at 9 months after Surgery.

The subject will have the following procedures and/or evaluations performed and

documented:

« Data Collection inciuding: Pocket Probing Depth, Gingival Margin, Bleeding on
Probing, Root Dentin Hypersensitivity at the study teeth

¢ Regular Periodontal Maintenance

« Photographs
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s Concomitant Medications

s Adverse Events check

6.9 Visit 8 — Follow-up Visit 12 Months / Study End
Subjects will be recalled at 12 months after Surgery.

The subject will have the following procedures and/or evaluations performed and

documented:

« Data Collection including: Pocket Probing Depth, Gingival Margin, Bleeding on
Probing, Root Dentin Hypersensitivity at the study teeth, with addition of Full Mouth
Plague Score (FMPS)

¢ Regular Periodontal Maintenance

¢ Radiographs

» Photographs

« Concomitant Medications

» Adverse Events check
7 Evaluation of Adverse Events
For the avoidance of doubt, alf AE/SAEs as defined below should be collected for all subjects
from the time of screening (Visit 1).

7.1 Definitions

7.1.1 Adverse Event (AE)

An AE is defined as any untoward medical occurrence, unintended disease or injury, or
any untoward clinical signs (including abnormal laboratory findings) in subjects, users
or other persons, whether or not related to the investigational medical device. This
definition includes events related to the investigational medical device or the
comparator, or events related to the procedures involved. For users or other persons,

this definition is restricted to events related to investigational medical devices.

7.1.2 Serious Adverse Event {SAE)
Any adverse event that:

s led to a death

» led to a serious deterioration in the health of the subject, that either resulted in
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o a life-threatening illness or injury, or
o a permanent impairment of a body structure or a body function, or
o in-patient or prolonged hospitalization, or

o medical or surgical intervention to prevent life-threatening illness or

injury or permanent impairment to a body structure or a body function,
« led to fetal distress, fetal death, ora congenital abnormality or birth defect

A planned hospitalization for a pre-existing condition, or a procedure required by the
protocol, without serious deterioration in health, is not considered to be a serious

adverse event.

7.1.3 Device Deficiency (DD}
A device deficiency is an inadequacy of a medical device with respect to its identity,
quality, durability, reliability, safety or performance. Device deficiencies include

malfunctions, use errors and inadequate labeling.

7.1.4 Adverse Device Effect (ADE)

An ADE is an adverse event related to the use of an investigational medical device.
This definition includes adverse events resulting from insufficient or inadequate
instructions for use, deployment, implantation, installation, or operation, or any
malfunction of the investigational medical device. This definition includes any event
resulting from use error or from intentional misuse of the investigational medical
device. Any adverse event which the clinical Investigator believes has even a

possible relationship to the device, the event will be classified as and ADE.

7.1.5 Serious Adverse Device Effect (SADE)
An SADE is an adverse device effect that has resulted in any of the consequences

characteristic of a serious adverse event.

7.1.6 Unanticipated Serious Adverse Device Effect (USADE)
An USADE is a serious adverse device effect which by its nature, incidence, severity or

outcome has not been identified in the current version of the risk analysis report.

7.1.7 Anticipated Serious Adverse Device Effect (ASADE)
An ASADE is a serious adverse device effect which by its nature, incidence, severity or

outcome has been identified in the risk analysis report.
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Summary of the classification for adverse events:

Adverse
events

Adverse Event
Adverse Device Effect (ADE)

(AE)

Serious Adverse Device Effect (SADE)

Serious Adverse Event Anticipated Unanticipated
(SAE)

Anticipated Serious | Unanticipated Serious
Adverse Device Effect | Adverse Device Effect
{(ASADE) (USADE)

7.2 Assessment of Adverse Events

In the event of an adverse event, the Investigator or another suitably qualified clinician
who is trained in recording and reporting AEs and have been delegated to this role (such
delegation must be captured in the study site delegation log) must review all documentation

(e.g., hospital notes, laboratory and diagnostic reports) relevant to the event.

Each adverse event should be assessed for seriousness, relationship to the study device or

the procedure, severity and expectedness, as described below, by the Investigator.

7.2.1 Seriousness
An adverse event will be described as serious if it meets the definition in Section 7.1.2.

The rationale for the assessment shall be provided in a short narrative.

7.2.2 Relationship to the Study Device
The Investigator should assess the relationship of the adverse event to the study
product and study procedure. The relationship should be assessed using the following

categories:

» Definitely Related — There is a reasonable causal and temporal relationship

between the treatment with the study device and the adverse event.

« Possibly Related — The relationship between the treatment with the study
device and the adverse event is less likely; however, the determination that

there is no relationship cannot be made.

« Not related — No relationship between treatment with the study device and

the adverse event is obvious
Protocol Version 5.0, 29-Mar-2018 Page 44 of 106




CR 01/15 f straumann

NOTE: Device deficiencies that might have led to an SAE are always related to the

medical device.
The Investigator shall provide rationale for the assessment of the expectedness
in a short narrative on the AE/ADE Report Form.

7 2.3 Relationship to the Procedure

The Investigator should assess the relationship of the adverse event to the surgical
procedure (i.e. application or reapplication of Emdogain®). The relationship should be

assessed using the categories described in Section 7.2.2.
The Investigator shall provide rationale for the assessment of the expectedness

in a short narrative on the AE/ADE Report Form.

7.2.4 Severity
Each adverse event should be assessed for its severity, or the intensity of an event

experienced by a subject, using the following:

« WMild — events are usually transient, requiring no special treatment, and do not

interfere with the subjects daily activities.

« Woderate — events that introduce a low level of inconvenience or concern to
the subject and may interfere with daily activities, but are usually ameliorated

by simple therapeutic measures

« Severe — events interrupt a subject's usual daily activity and traditionally

require systemic drug therapy or other treatment

The maximum severity observed is to be recorded, except if there is a significant
worsening in an AE/ADE severity after device intake, then the change will be tracked

as a new AE/ADE record as follows:
« The same wording describing the original AE/ADE must be used.
e Outcome of the initial entry should be designated as 'worsened’.
e The end date of the previous AE/ADE must equal the start date of the new

AE/ADE.

7.2.5 Outcome
The outcome should reflect the status of the adverse event at the moment of recording.
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7.2.6

Resolved without sequelae- The subject fully recovered from the event
without any sequelae. This option also applies when it is unknown whether

there are sequeiae.

Resolved with sequelae - The subject’s condition stabilized despite the
persistence of sequelae (e.g., lesion or medical condition which is a
consequence of the event). This option does not apply to irreversible

congenital anomalies (see under “ongoing”).

Ongoing — The subject has not yet recovered from the event. By convention,
in the case of an irreversible congenital anomaly, the “Ongoing” option should
be chosen and understood as “Not recovered/Not resolved”. The same applies
to conditions that are not yet resolved, but are controlled by medication (e.g.,

diabetes, epilepsy) and therefore may not have any symptoms.
Worsened - The severity of the AE/ADE increased.

Fatal — The event is related to a death; whether it caused death or contributed
to it. If the subject died of a different cause, priof to resolution of the AE/ADE,
the outcome of this AE/ADE should designated “Ongoing”, and not “Fatal”, and
an end date should not be specified.

Unknown: Knowledge of the current status of the AE/ADE s truly not available
to the Investigator (i.e. event was ongoing at last observation, but no further
contact with the subject could be established). However, all efforts should be
made to determine the outcome of any AE, especially that of an SAE/SADE.

Expectedness

If the adverse event is judged to be related to the device, the Investigator will make an

assessment of expectedness based on knowledge of the reaction and any relevant

product information as documented in the IFU and current protocol. The event will be

classed as either,

Expected: the reaction is consistent with the effects of the device listed in the
IFU and protocof;
Unexpected: the reaction is not consistent with the effects listed in the IFU and

protocol.

The Investigator shall provide rationale for the assessment of the expectedness

in a short narrative on the AE/ADE Report Form.
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Potential expected adverse events following the application of Emdogain® by type and

in order of severity, observed in the clinical trials, are listed below:

Sensitization Low rate of sensitization to Emdogain® as a resuit of repeated

use.

Local soft tissue reacfions Local redness, inflammation soreness, gingival irritation,

hematoma/ecchymosis, oral candidiasis, tissue
necrosis/cratering, angulitis, herpes-like blisters, hypoesthesia

(burning and itching reaction on the tonguse), oral mucosal

reaction, fibrin layer, discoloration.

Local tooth-related reactions Increased tooth mobility, hypersensitive root surfaces {root

sensitivity}, pain.

General reactions Urficaria, itching skin reaction, gastrointestfnal disturbances,

urogenital disturbances.

Potential expected adverse device effects following the application of PrefGel®:

Reversible and short duration procedure—related dentin hypersensitivity may

occasionally occur.

7.3 Procedure for Reporting Adverse Events
Adverse event reporting will begin at the time a subject provides written informed consent

and ends after a subject withdraws from the study or completes the final study visit.

For screen failure subjects, any AEs, ADEs, and DDs that occur from the time of informed
consent up until the date on which the subject is deemed ineligible for the study will be

recorded on a case report form.
Only one AE/ADE Report Form or SAE/SADE Report Form should be completed per event.

To ensure patient confidentiality, the foltowing reports will include the patient number only.

7.3.1 AE Reporting

in the occurrence of an adverse event (AE), the AE/ADE Report Form should be
completed in a timely manner. Safety reporting to the Institutional Review Board (IRB)

should occur according to the requirements of the local IRB.
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732 SAE Reporting

in the occurrence of a serious adverse event (SAE), expedited reporting requirements
are followed. The SAE/SADE Report Form should be completed within 24 hours of

WILIETL £7F F e i =

awareness of the event and sent to Straumann by fax or email.

awareness Ol L ===

Safety reporting to the Institutional Review Board (IRB) should occur according to the

requirements of the local IRB.

it is recognized that in many cases SAEs will be treated in a medical rather than a
dental environment and the Investigator may not have immediate knowledge of the
event. The Investigator should report an SAE as soon as hefshe has knowledge of the

event within the above time frame irrespective of when the actual event occurred.

7.3.3 DD Reporting

The Investigator should report all Device Deficiencies (DD) by completing the Device

Deficiency Case Report Form.

When a device deficiency leads to a potential AE (e.g. bleeding, pain, swelling,
infection, peri-impkantitis), the AE/ADE Report Form needs to be additionally completed

in a timely manner.

Moreover, device deficiencies with SADE potential (e.g. nerve encroachment, sinus
perforation, etc.) must be recorded in the SAE/SADE Report Form and follow the

exgedited reporting reguirements {(within 24 hours).

7.3.4 ADE Reporting

Adverse device effects (ADE) must pe recorded and submitted to Straumann by
completing the AE/ADE Report Form in a timely manner. gafety reporting o the
Institutional Review Board {IRB) should occur according fo the requirements of the
local IRB.

7.3.5 SADE Reporting

In the occurrence of a serious adverse device effect (SADE)}, expedited reporting
requirements are followed. The SAE/SADE Report Form should be completed within

hours of awareness of the event and sent to Straumann by fax or email.

24 hours of awareness oL ==222
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7.3.6 Additional Safety Reporting

Straumann will report additional safety information to the centers that is relevant to the
protocol or study device and may affect the risk/benefit ratio, the rights, safety or
welfare of subjects, or the integrity of the study. Such reports may include notification
of any changes to the Instructions for Use, any publications or interim reports, or any

product recalls.

7.4 Wonitoring of Subjects with Adverse Events

Any AE that occurs during the course of this study must be monitored and followed-up by

the Investigator until one or more of the following have occurred:

o The AE is resolved,

« Pathological laboratory findings have returned to normal,
« Steady state has been achieved, or

e It has been shown to be unrelated to the study products

It is the responsibility of the sponsor to cooperate with the Investigator to assure that any

necessary additional therapeutic measures and follow-up procedures are performed.

g Statistical Analysis Procedures
The statistical analysis principles described below will be supplemented by a detailed Statistical
Analysis Plan (SAP).

8.1 Sample Size Calculation

This is a pilot study with a goal to create a standardized treatment workflow that can fater
be tested in further studies to show that Emdogain® can effectively promote periodontal
regeneration as part of the minimally invasive surgical procedure. This study will help to
define the selection criteria sor clinical preconditions to allow treatment via the envisaged
surgical treatment workflow. A sample size of 50 subjects will be adequate for this pilot

phase considering a possible dropout rate of up to 15%.

8.2 General Statistical Methods
A qualified statistician using validated statistical software will perform all statistical analysis

according to the planned statistical testing provided in the Statistical Analysis Ptan (SAP).
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95% confidence intervals will be calculated based on the SAP to support the descriptive

statistics, where necessary.

Unless otherwise specified, the data will be summarized for non-missing subjects in tables
listing the number of subjects, and the mean, 25% percentile, median, 75% percentile
minimum, maximum, standard deviation in each treatment group for continuous data (e.g.,
PPD, GM, CAL, FMPS and pain), or number of subjects and percentage in each treatment
group for categorical data {e.g., Bleeding on Probing, Root Dentin Hypersensitivity), as
appropriate. In general the denominator for the percentage calculation will be based upon

the total number of subjects (N} in the study population, uniess otherwise specified.

8.21 Baseline Characteristics

The baseline data are presented on the basis of all screened subjects. They are
collected at the Visit 1 and include: Medical & Dental History, Demographics, Inclusion
& Exclusion Criteria, Concomitant Medications, Adverse Event Check, PPD, GM, CAL,
FMPS, and Pain (see details in Section 5.1 and 5.3).

To assess balance in haseline characteristics, the distribution of each baseline variable
of interest will be compared between the two treatment groups, i.e. test and control
quadrants of the same arch. Continuous variables wilt be summarized using mean,
median, standard deviation, 95% confidence interval, and range; testing between the
two groups will be hased on a two-sample t-test (or Wilcoxon rank-sum test as
appropriate). Categorical variables will be summarized using counts and percentages,
and differences between treatment groups will be assessed using a Chi-square test (or

Fisher's exact test as appropriate).

8.2.2 Treatment Procedures
The treatment procedures data is presented on the basis of all enrolled patients. They

are performed at Visit 2 and 3 (see details in Section 5.2).

Summaries of treatment procedures and supportive measures will be presented by
assigned treatment group (test and control). Detailed information regarding the

treatment procedures will be presented in fistings (i.e. details per patient).
8.2.3 Other Data Summaries
Protocol deviations will be summarized by deviation type and study center.

Concomitant medications wilf be presented in listings and also summarized by drug

category.
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y event category.

Adverse events will be presented in listings and also summarized b

8.2.4 Subject Disposition

A description of subject disposition falling in various subgroups of interest, such as
consented, screen failures, enrolled, withdrawn early, completed study, will be provided
by study center. Moreover, a detailed description providing the reason of any screen
failures or early withdrawal by subgroup will be done.

8.2.5 Missing Data

Every effort will be made to minimize the amount of missing data. |f subjects drop out
of the study prior to completing their primary endpoint assessment, every effort will be
made to measure their primary endpoint immediately prior to discontinuation if
possible.

Techniques for handling missing data and the presence of outliers will be provided in

the Statistical Analysis Plan.

8.3 Planned Statistical Analysis

Two analyses will be performed: A primary analysis at 12 months and an interim analysis at
3 months post-surgery. An optional interim analysis at 6 and 9 months post-surgery may
also be performed. Descriptive summary statistics will be computed for all endpoints of the

primary and interim analysis.
The data of the four study centers will be pooled. Pooling is justified by applying a high
degree of standardization of study procedures and investigator training.

8.3.1 Primary Analysis of Primary Endpoint

Change in Clinical Attachment Level (CAL) between the surgery and 12 months post-

surgery will be measured as the primary endpoint.

Statistics of the primary endpoint will present the seven-point scales (mean, siandard
deviation, minimum, 25% percentile, median, 75% percentile and maximum) of the

change in CAL on the site of interest for each treatment group.

8.3.2 Primary Analysis of Secondary Endpoints

Statistics of the secondary endpoints will present the seven-point scales of the change

in GM and PPD on the site of interest for each treatment group, and the change in
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FMPS. Additionally, the percentage of Bleeding on Probing and Roo

Hypersensitivity on the site of interest will be presented by treatment group.

Investigator's assessment on the number of pockets that would normally be treated
surgically that are converted to pockets that do not require surgical intervention will be

presented.

The influence of pocket size as a factor impacting outcomes will also be evaluated with
pocket size beind categorized into two groups. 5 - 6 mm pockets and 6 - 8 mm

pockets. Other covariates may be considered in the exploratory analysis.

8.3.3 Interim Analysis of Endpoints

Interim analysis will be performed for all above endpoints between the surgery and 3
months post-surgery. Optional interim analyses will be performed at 6 months and 9

months post-surgery, as applicable.

In addition, the seven-point scales {mean, standard deviation, minimum, 25%
percentile, median, 75% percentile and maximum) of the change in pain for each

treatment group will be presented at 1-2 days, 1 week and 2 weeks after surgery.

9 Data Management
The general data management procedures are described below, details can be found in the

separate Data Management Plan (DMP).

Required clinical data for this study will be collected and recorded in the clinical database using
a paper Case Report Form (CRF) for all study subjects from whom informed consent is
obtained. Site numbers and subject numbers will be used to track subject information
throughout the registry. The Principal Investigator or authorized designee is responsible for the

timely completion and signature of all CRFs.

Al original CRFs will be retrieved from the site by the study monitor and sent to the data
management. Double data entry and computer programmed error checks will be carried out by
data management personnel for inconsistent, illogical and/or missing data. !f validation of data
leads to discrepancies, data management will generate queries. The timely resolution of the
queries is under the responsibility of the monitor and the Investigators at site. The query

process is an ongoing process starting with the first data entered into the database.

The electronic clinical database used for this study has a security system that prevents
unauthorized access to the data and any deletion of data (audit and edit trail). All above

mentioned tasks will be carried out according to Straumann Standard Operating Procedures,
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except for those tasks performed by Straumann contracted Contract Research Organizations
(CRO), where the CRO procedures shall be used.

10 Obligations of the Principal Investigator

101 Investigator Compliance

The Investigators must work according to standard ethical practice as laid down by their
professional body and insert the product according to what is described in the handling
procedures and the IFU for the products investigated in this clinical study. In addition they must
work in accordance with the “Daclaration of Helsinki” (last revision Fortaleza 2013, Appendix 5),

the ISO 14155:2011, GCP, and with local legal and regulatory requirements.

The Investigators will ensure that the study is conducted in compliance with this protocol and
the Clinical Study Agreement. Furthermore, they are responsible of conducting the informed

consent process (section 5.5.1).

11 Study Management
11.1 Regulatory and Ethical Requirements

11.1.1 informed Consent
Written informed consent will be obtained from all subjects prior to study participation

as described in Section 51.1.

11.1.2 institutional Review Board

Prior to initiation of any study procedures, the protocol and informed consent will be
submitted to each local institutional Review Board (IRB) for review and approval. In
addition, any amendments to the protocol or informed consent will be reviewed and
approved (if necessary) by the IRB. The study will not begin until the required approval
from the IRB has been obtained. Any additional requirements imposed by the |RB shall

be followed.

The Investigator will provide the appropriate reports to the IRB during the course of the

clinical study including the following:

« Informing the IRB of the study progress periodically as required, but at a

minimum annually

« Reporting any unanticipated serious adverse device effects within 10 working

days of becoming aware of the event
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« Reporting any deviations from the protocol that adversely affect the
risk/benefit ratio, the rights, safety, or welfare of the participants, or integrity of

the study

« Providing any other repotts requested by the IRB

11,1.3 Study registration
This protocol will be registered at clinicaltrials.gov at the study start.

11.2 Record Management

The

following will be required from the Investigator prior to the initiation of the study:
« A signed confidentiality agreement

« Signed and dated curricuium vitae of the Investigator (s) and a copy of

his/her dental license
« Signed Financial Disclosure
e A signed copy of the final protocol and any amendments
« A signed copy of the clinical study agreement with the sponsor

« |RB approval letter and IRB approved informed consent document

11.2.1 Case Report Forms

Required clinical data for this study will be coliected using a paper CRF for all study
patients from whom informed consent is obtained. Site numbers and patient numbers

will be used to track patient information throughout the study to respect confidentiality.

The Principal Investigator or authorized designee will be responsible for the accuracy
of the data entered on the CRFs from source documents, guery resolution and
signature of all CRFs. The Investigator will also allow a Straumann representative
and/or regulatory bodies to review the data reported on the CRFs with the source

documents as far as is permitted by local requiations.

11.2.2 Source Documents

Source documents are defined as the original point of entry of a specific data point.
Source documents will include, but are not limited to, progress notes, electronic data,
computer printouts, radiographs, and recorded data from automated instruments. All
source documents pertaining to this study will be maintained by the Investigator and

made available for inspection by authorized persons.
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11.2.3 Records/Data Retention

Original radiographs, photographs, and study documents will be maintained at the
study center in a file established for this study. All study documentation needs to be

stored at the study center for at least twenty (20) vears following the completion of the

study, as specified by the sponsor. The investigator should have access to the study
documents in order to answer any queries associated with the study. All other study
records will be kept by Straumann once the study has been completed. These records
will be maintained at Straumann according to Straumann’s Standard Operating
Procedures (SOP).

11.3 Monitoring
Straumann will assign a qualified individual to monitor the study.

The study specific monitoring procedures for performing site visits, frequency, data
verification, data corrections, adverse event reporting and tracking, device accountability,
regulatory documents review, visit communication and reporting are described in the

separate Monitoring Plan.

41.3.1 Pre-Study Meetings
After selection of all Investigators, Pre-Study Meetings were conducted during the
preparation phase for the study, at congresses, to explain the study requirements

and ensure the sites are fully capable and equipped to participate in the study.

14.3.2 Study Initiation Visit

Once a site receives IRB approval and before enrollment in the study starts, the
monitor will schedule a site initiation visit in order to make sure all study documents are
in place and that ail the site personnel that will participate in the study are trained on
the study procedures. The monitor will ensure during the study initiation that the
Investigator clearly understands and accepts the responsibilities and obligations of

conducting a clinical study:

o Understands the clinical protocol and relevant items outlined in the protocol

(including inclusionfexclusion criteria, AE and SAE reporting requirements)
« Understands and accepts the obligations to obtain informed consent

« Understands how to document study data (especially the importance of having

supporting documentation for AE assessment)
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Understands the information outlined in the Investigator ’s brochure, including

proper device usage

Understands aspects of study device accountability (i.e. how to obtain the
device, how to store the device, how to document device receipt, usage and

return)

Understands and accepts the obligation to obtain IRB review and approval of
the protocol and informed consent, and to ensure continuing review of the study
by the IRB

Has adequate facilities and access to an adequate number of suitable subjects

to conduct the study

11.3.3 Routine Monitoring Visits

Monitoring visits will be scheduled and conducted periodically during the course of the

study to supervise study procedures as defined in the Monitoring Plan, but at a

minimum annually to review the following:

L 2

The study is in compliance with the currently approved protocol/
amendment(s); deviations will be discussed with the responsible Investigator,
documented, and reported to the sponsor and IRB (according to the IRB
policy).

The study is in compliance with Good Clinical Practice (GCP) and with the

applicable regulatory requirements

Only authorized Investigators/ clinical personnel are participating in the

clinical investigation

Device accountability including adequate supply at center, proper storage,

and documentation of device traceability.

The reported study data entered on CRFs are accurate, complete, and

verifiable from source documents

All adverse events and serious adverse events are reported correctly. In
cases where there is missing information about an adverse event or missing
avidence to support the investigator's assessment, & monitor will review and

discuss the adverse event with the responsible Investigator.

The reason for a subject’s withdrawal has been documented
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The Investigator is providing fo the sponsor the necessary study records for a thorough

review of the study's progress.

11.3.4 Study Closeout Visit

After the last subject has completed the study, all the data have been collected (there
are no more outstanding AEs/SAEs & all outstanding Queties/data clarification forms
have been resofved appropriately), the database is locked and ready for statistical

analysis, the closeout visit will be conducted at the center. The following tasks should

be completed at the fast visit by Straumann or the monitor:
« Ensure that device accountability is complete

e Ensure that the documentation and clinical investigation requirements were

met

« Collect outstanding documents (original signed tracking logs) and ensure that

the Site Files are complete

« Ensure that adverse events were reported to the IRB according to the IRB’s

policy and that the IRB was notified in writing of the study completion

» Review any outstanding questions from the Clinical Investigation Report and

organize the signature process

s Organize the archiving of all study-related documents and remind the
Investigator of the obligation fo retain the records and to notify Straumann in

case the site is informed of an inspection by a regulatory authority.

11.4 Study Termination or Premature Termination
At study termination, a Clinical Investigation Report will be prepared by the sponsor, even if
the study was terminated prematurely. The report will contain a summary of the study

results and made available to the participating investigators.

The study can be terminated earlier at the discretion of the Investigator or the sponsor in

the case of any of the following:

. Occurrence of adverse device effects unknown at the start of the study with respect
1o their nature, severity, and duration, or the unexpected excessive incidence of

known adverse device effects

» New scientific knowledge obtained after the start of the study showing the ethical

claim of the study is no longer valid
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Patients will be advised of the need for follow-up visits for their ongoing care and well-

being.

14.4.1 Study Discontinuation

The study Center will be closed and the study terminated under the following

circumstances:

« The Center is not recruiting a sufficient number of subjects or is unlikely to

recruit a sufficient number of subjects
« The Center does not respond to study management requests

« Repeated protocol violations have been discovered that affect the integrity of

the study or the study data.

14.5 Protocol Amendments

Once the first subject has entered the study, any part of this study plan can be amended
upon agreement of the sponsor and the participating Principal Investigators throughout the
clinical investigation. Protocol changes will be kept to a minimum. Only those changes that

are deemed essential to the successful completion of the protocol will be considered.

The reasons and justifications for the amendment will be included with each amended
section of the document, and the amendment will include a version number and date. Once
the investigator and the sponsor have accepted the changes, a written amendment to the

protocol will be sent to the Investigator for signature.

All significant protocol changes affecting the scientific soundness of the study or the rights,
safety, or welfare of subjects which occur after the initial IRB approval, must be submitted
for approval by each center {0 the IRB as an amendment to the original protocol before the
changes can be implemented by the Investigator. Each investigational center will send a

copy of the IRB approval letter for the amendment to Straumann.

Requests for clarification statements to the protocol shall be discussed with the study
monitor. The clarification statements will be sent to each Investigator and will be kept in the
appropriate file.

11.6 Publications

Analysis of data will be conducted by Straumann and the final report will be prepared by

Straumann with input from the Investigators. Any publications or presentations utilizing the
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data from this study must be reviewed by Straumann prior to submission according fo the

time frame specified in the Clinical Study Agreement.
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12 Protocol Signature Page
Protocol: CR 01/15

Study Title: Straumann® Emdogain® Application In Conjunction With Minimally Invasive Surgical
Technique For Periodontal Disease Treatment: A Split-Mouth Design Study.

Version: version 5.0; Date: 29-Mar-2018

| have read the foregoing protocol and agree to conduct the study as outlined. | agree that the
examinations and follow-up visits required by the study protocol are in accordance with the

standard treatment plan for dental implant subjects.

Signature:
Clinical Center Name Clinical Center Number
Printed Name of Investigator Signature of Investigator Date

Received by Sponsor:

Printed Name of Study Manager Signature of Study Manager Date
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Appendix 1 - Instructions For Use IFU 700019 (US version) - Emdogain®

2

g

i, ¢ straumann
Straumann® Emdogain (015,03 and 0.7 ml 30 mg/ml
Presentation: Straumann® Emdogain, Enamel Matrix Derivative 30 mg/ml, Propylene Glycol Alginate in aqueuos
solution.

Manufactured by: Institut Straumann AG, CH-4002 Basel/Schweiz, www.shiaumann com
Distributed by: Straumann USA, LUC, 60 Minuteman Road, Andover, MA G1810 USA, Phone: 2800/448 8168

Emdogain Instructions for Use

Sraumann® Emdogain is a resorbable, implantable material for periodonial regeneration. It consists of hydro-

phobic enamel matrix proteins exlracied from developing embryonal enamel of porcine origin in a propylene
lycal dlginate canier. Once applied onto an exposed root surface the protein self assembles inlo an insoluble

ﬁwfee—dimensioml mairix. Emdogain is supp!ied ina prenfillecl, reccy-to-use sterile, syringe. The gel has @ suitable

viscosity to facilitate application direclly onte root surfaces exposed during periodonlal surgery.

Indications for Use
Emdogain is infended as an adjunct 1o periodontal surgery as a topical application onto exposed oot surfaces.
Emdogain is indicated for the treatment of the following conditions:

u Inirabony defects due to moderate or severe periodontitis

u Mandibular degree Il furcations with minimal interproximal bene loss

= Gingival recession defects in conjunciion with surgical coverage procedures such as the coronally advanced
flap technicue

x Emclogin is als indicated for use in a inimally invasive surgical technique in asthetic zones to opimize tissue
height for inrabony defects only.

In cases of wide delfects or where soft fissue suppoit s desired, Straumann® Emdogain can he used in conjunciion
with a bone grafl matericl. For further formation on he use of Emdogain with bone graft materials, please
sl to “For Straumann® Emdogain in Conjunction with Bone Graff Maerial in Wide Defects” in the Clinical
Procedure Section of these Instructions.

Contraindications

Emdogain should not be used in patients with disorders or condifions including, but nol Jimited to the following:
uncontrolled diabetes or other uncontrolled systemic diseases, disorders or reatments that compromise woun
healing, chronic high dose steroid therapy, bone metabolic diseases, radiafion or other immunc-oppressive
therapy and infections or vascular impairment at the surgical sile.
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Warnings

n lmmuno|ogicct| siucies suggest that @ small number of patients may become sensitized 1o Emdogain as a result
of repeuted use. Pisase use caution in patients predisposed to allergic reactions and foliow patients receiving
repeated use closely. Post-markel experience has indicated that the sensifization adverse reaction rate is low.
Required treaiment has ranged from no infervention needed lo andlgesics and/or antihistamines.

x The safety and elfectiveness of Emdogain has not been established in patients undergoing onticocguiom
therapy. Careful consideration should be given before using Emdogain for these patients.

= Emdogain is intended for cxppliccﬁon around leoth only. Gain of tooth support occuss on|y to the level on the
root surface covered by the reposilioned oral soft tissue. Therefore, Erndogain should be used in areas where
there Is adequate fissue for root coverage. Frdogain should be used only after plaque and caleulus have been
removed from the diseased sile.

Precavtions

» Appropridte oral hygiene is necessary for proper healing to toke place. Please refer to the “Clinical
Considerations” seclion for additional information.

x Clinical and rodiogrcxphic evaluation should be perfmmed belore reatment.

u |t is important fo maintain asepsis during surgery.

Clinical Considerations

Periodontal devices should only be used by those practitioners tymilicar with current periodontal therapy and pert-
odonicl surgicm| procedures, Improper technicue may yie|d subopiimcl results. Preclinical and rodiogrophic
surgical evaluation is imperative. Special effort lo maintain asepsis during surgety is most important. 1o prevent
postopeative infection and 1o opfimize healing, the use of an anfiseptic outh rinse is recommended for a period
of 3 1o & weeks postsurgery. Antibiofics mey be vsed if deemed appropriate based on the nalure of the severity
of the disease/defect and the clinician’s judgment.

Since maintenance of a stable wound is a critical factor for success, the patient should be insiructed not to brush
i the area where surgery has been performed until & weeks postoperatively. However, consistent with conven-
tional post-surgical care, the patient should be subjected to “professional tooth-cleaning” as needed. Recommen-
dations for appropriate oral hygiene measures, includling methods for interproximal cleaning, should be based on
the clinician's judgment, due to the need for extended wound stability, and the awareness ﬁmcﬂ regain of clinical
attachment and diveolar bone has been shown 1o confinue for more than a year following treatment with Emdogain.
In addition, clinicians have reported on enhanced wound hedling in cases treated with Emdogain while patients
report less postsurgica discomfort lollowing the use of Emdogain.

Clinical studies with Emdogain demonsirated clinical attachment gain and alveclar bone gain in intrasbony defects
associated with moderate 1o severe periodonmis and in mandibu?ctr degree || furcations with an interproximal
bone level af or above the formix of the furcation. Radiographic evidence of aew bone gain orovided the primary
support for the use of Emdogain in intrabony defects, while harizontal furcation depth as assessed during re-

entry was the primary ovtcome parameter when evaluating the use of Emdogain in mandibular degree |l furcation
inonvernents. Adiunctive use of Emdogaln in the frecment of recession type defects has demonstrated equal or better
raot coverage compared to conventional treatments, as well as an increase in the amount of keratinized fissue.

Histological studies have demonstrated periedontal regeneration [newly formed cementum, periodontal ligament,

and alveolar bone). Clinical dala demonsirates the longterm stability of regeneraled tissue. As in any periodontal
surgical therapy, defect morphology, surgical fechnique and host response ate impartant parameters for successtul
outcomes.

The lollowing fable presents results from thiee clinical trials evaluating the use of Emdogain in intrabony defects.
The data is 1e oriec‘3 as the difference between the clinical measurements jaken at baseline before the initial
oFeroﬁon and the clinical measurements taken af the designated follow-up periods. For the clinical parameters
o poc:ket depth reduction and clinical attachment gain, the data are also expressed as the percent difference
between fhe results of the surgical procedure alone and treaiment with Fmdogain. Radiographic bone gain is
reported as the linsar measurement and as the percentage of the initicl bone loss that was regained.
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Adverse Reactions/Complications

A distinclion of adverse events seen due fo the use of Emdogain alone could not be performed because
Emdogain is labeled for use in conjunction with conventionat petiodontal surgery for which there are associated
isks. The adverse events by type and in order of severity, abserved in the clinical rridls, are listed below.

Local Soft Tissue Reactions

local redness, inflammation soreness, gingival irilation, hematoma/ecchymasis, oral candidiasis, fissue necrosis/
cratering, anguitis, herpes-like blisters, hypoesthesia (buming and iiching reaction on the tongue), oral mucosal
reaciion, fibrin layer, discoloration.

Local Tooth-related Reactions
Increased tooth mohbility, hypersensitive oot sufacas [foot sensiivity}, pain.

General Reactions
Urticaria, itching skin reaction, gostrointesiincﬂ disturbances, urogen'nol disturbances

The following addilional adverse events and surgical complications, alihough not observed in the studies, may be
related to this type of surc};‘ico| pracedure and have the potential fo occur: Fostoperative hemorrhage, infection,
would dehiscence, sloughing of tissue, paresthesia, bleeding, loosening of sutures.

Directions for Use
Do not use if sterile package is opened or damaged prior to use. To prevent possible contamination, discard or
retumn damaged package with the enclosed syringe and cannula.

Ecich pre-filled syringe is intended for use in one patient only.

The syringe containing 0.15 mi and 0.3 ml are iniended for the treatment of one periodontal delect.
The syringe containing 0.7 ml is infended for the treatment of up to three periodonially involved teeth.

1. Take out the Emdogain from cold storage approx. 30 minutes before use and allow it fo assume ambient
temperature.

2. Remove The plastic top of the syringe.
3. Carefully afiach the supplied application needle.
4. Use Emdogain within 2 hours and discard any remaining gel.

Syringe and cannula are single use items. Do not resterilize of re-use syringe or application neadle.
Re aware thal bending the needie may cause breakage.
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Storage
The produt should be stored in a relrigorator (36°-46°H upon arrival,

Separation of Stiaumann Emdogain may occur, Separation of Siraurmann Emdogain is identified as o non-
homogeneous gel. Homogenization of the separated material can be achieved by shaking down the gel from
the top to the botiom of the syringe, furn around the syringe and repeat the procedure fen o fifteen fimes until
homogenization returns.

Clinical Procedure

For Straumann® Emdogain in Conjunction with Periodontal Flap Surgery

1 Anesthelize the area selected for suigery by block and/or infitration cnesthesia. Avoid injection of locel
anesthetic with o vasoconstiictor into the interdental papilla or marginal gingiva.

2. Make intre-crevicular inclsions. Then, if {udged appropriate, make one of two verlical releasing incisions
extending out into the alveclar mucosa. Raise fullthickness (mucoperiosteal] flaps on the buccal and palatal/
lingual surfaces of the teclh. Preserve as much of the gingival connective fissue in the flap as possibE:.
Maintain viability of periodontal cefls by hydration of the soft fissue with scline.

3. Only remove the granulation tissue adherent to the alveolar bone and any associated osseous defects
necessary o provide full cecess and visibility to the roat surfaces.

4. Remove subgingival plagque and ealeulus.

5 Remove remaining smear layer by cleansing he oot susface with Straumann® PrefGel [EDTA) for 2 minules.
Rinse fhoroughly wilh sterile saline. Avoid confamination of the c\euned root surfaces with saliva or biood after
the fingl rinse.

6. Immediately apply Emdogain onto the exposed roof surfaces, sturﬁﬂ? af the most apical bone level. Appl(
Emdogain to fully cover the exposed root surface areds. Overflow of surplus material during sufuring shou
occur,

7. Complete coverage of the inferproximal area and optimal solt tissue adaptation are essential. If deemed
onropric}ie, a periosteo| fenestration at the base of the flap ma be used fo facilitate coronal repositioning
of the scft tissue. Suture materials appropricte for extended stable closure are prefefred.

8. The patient should be advised fo rinse ddﬂg with an anfiseptic mouth rinse (e.g. 0.1-0.2% chlorhexidine
solution} until 3-6 weeks postsurgery. Anfibictics may also be used if deemed appropriate based on the

clinician’s judgment.

9. Sutures may be removed when clinical hedling of flaps and the coot/soft tissue interface are siable or when
they no longer add to the stability of the healing wound.
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10, The patient should be instructed not to brush in the area where surgery hats been perf@rmed until & weeks
posiopermﬁ\fd . However, "professionol tooth-cleaning” should be performed as needed. After the initicil
healing perioJ, patients are instructed in approprite looth cleaning measures, including methods for
inferproximal cleaning. Recommendations E)r oral hygiene should be based on the need to maintain ex:

tended would stability.

Chinical Procedure
For Straumann® Emdogain in Conjunction with a Minimally Invasive Surgical Technique

| Anesthelize the area selected for surgery by block and/or infiltration anesthesia. Avoid injection of local
anesthetic with o vasoconsirictor into the inlerdental papilla or marginal gingiva.

9. Remove subgingival plaque and caleulus from the root susface, Following mechanical debridement, the epithelial
lining of the pocket Is removed. Apply pressure lo the sife with a gauze sponge for 1 minuie fo sfop bleeding.
Thoroughly rinse: the area with serile saline to remove any blood and or saliva.

3 Remove remaining smear layer by cleansing ihe roof surface with Straumann® PrefGel™ {EDTA) for 2 minutes.
Rinse thoroughly with sterile saline. Avoid coniarmination of the conditioned roof surface with saliva or blood
ahier the final rinse.

4. Irmediately apply Fmdogain onlo the root surface, starting af the botlom of the periodonial defect. Apply
Emdogain o fully cover the oot surfice until an overfiow of material occurs.

5. Opﬁmm| soft tissue Gdap‘raﬁon is essential, Sutures can be used lo ciosely odopt the soff tissues lo the tooth
surfoces.

4. The patient should be advised to rinse daily with an antiseptic mouth rinse [e.g. 0.1-0.2 % chlorhexidine
soluiion) until 36 weeks postsurgery. Antibiotics may also be used if deemed appropricte based on the
clinician’s judgment.

7. Sutures may be removed when clinical hedling and the roat/soft fissue are staible.

8. The patient should be insiructed not to brush in the area where surgery has been performed until & weeks post
opercnﬁvely. However, "pro{essionol tocth-cleaning” should be performed as neaded. After the initial healing
period, patients are instructed in appropriate tooﬁ» cleaning measurss, including methods for interproximal
cleaning. Recommendations for orcil hygiene should be based on the need fo maintain extended would stability.

Clinical Procedure
For Straumann® Emdogain in Conjunction with Coronally Advanced Flap for Treatment of Recession Type Defects

1 Anesthelize the area selected for surgery by infiliration and, if needed block anesthesia. Avoid injection of
locel anesthetic with & vasoconstrictor info the interdental papilla or margine gingival.

2. Scale and plan the exposed root sutface 1o remove plaque, calculus, roof surlace inegularities and, if judged
mppropriote, to reduce prominence.

3 Make a sulcular incision af the site of the recession. Extend the incision horizonially into the adjacent interdental
area slightly coronal o the level of the soft lissue margin of the recession.

4. Make two vertical divergent releasing incisions al the mesicl and distal line angle connected o the horizontal
incision.
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5 Raise o fullthickness [mucoperiosteal) flap untl the mucogingival junction is passed.

6. Make a cut Ihrough the periosteum and continue fo raise o spliHhickness fap by means of a blunt dissection.
The aim is to eliminate any muscle tension on the flap margins and allow for o passive and tensionree coronal
positioning of the Hap af the level of the CEJ.

7. De-epithelialize the buceal aspect of the interdental papilla to create o connective fissue bed for suturing the
coronally advanced flap.

8. Remove remaining simear layer by cleansing the root surlace with Straumann® PrefGel {[EDTA) for 2 minutes.
Rinse thoroughly with sterile sline. Avoid contamination of the condiioned root surface with saliva or blood
after the final rinse.

0, Immedictely apply Emdogain to fully cover the exposed and conditioned oot surtace.

10. Coronally position the flap and secure it of ihe level of the CE} by suluring the fap into the recipient bed,
. the de-epithelialized papilla. Also close the vertical incisions with lateral sutures. Use suture materials for
extended stable closure. No pressure should be ctpplied to the flap after suturing.

11. The patient should be advised to rinse deily with an antiseptic moulh finse (e.g. 0.1-0.2 % chlothexidine solu-
tion] until 4 weeks postsurgery. Pafients should also be instructed to ovoid muscle traction o other trauma to
the treated area for the same peried.

12. Sutures may be removed when clinical heaing of the flap is stable or when they no longer add to the stability
of the healing wound.

13. The patient should be instructed not to brush in the area where surgesy has been performed until 4 weeks
Eosloperotive!r_ However, "profassionol jooih-cleaning” should be performecl as needed. Alter the initial
ealing periog, pafients are netrucled in @ looth cleaning fechnique, which minimizes apically direcied trauma
on the gingival margin/soft fissues of the freated tooth.

Clinical Procedure
For Siraumann® Emdogain in Conjunction with Bone Graft Materia! in Wide Defects

The use of bone gro[t matericls in wide defects may be necessary in order fo prevent tissue prolcxpse and interfer-
ence in the bone-hedling process. The performance of Ermdogain with various bone grafting substitutes had not
been evaluated in fhe origincﬂ marketing Opplication. Siraumann conducted a review of the pubhshed dental
literalure to learn of the safety and effectiveness of combining Emdogain with various bone substitutes. A meta
analysis of the published lilerature (see ielerences listed below) concluded fhat Emdogain, whether combined with
autograft, allograit, bone derived xenagratt, B Trcalcium phosphate, or Bioactive Glass, or implanted b itself,
produced on improvement in average CAL gain, average PD reduction, and average recession gain over Eusehne
valuss. These results demonstrated that the combination of Emdogain and any one of the bone graft materiats
studied did not adversely affect wound healing outcomes. Therelate, in cases of wide defects or where soft fissue
support is desired, Straumainn® Emdogain can be used in conjunction with o bone graft materict.

l s important fo note that due fo the naiture of the Meta analysis process and variation in study profocols evaludled,
Meta analyses can infroduce confounding variables affecting conclusions drawn from them. This Meta analysis of
the use of Emdogain with bone giafiing materials does not constitule @ complete or rigorous evaluation of the use
of Emdogain in combination with bone graift eaterials.

In the case where a bone gratling substitute is desired., i is recommended lo prepare and condition the roof surtace
as described elsewhere within these insfrucfions, followed by apphication of Straumann® Emdogain onto the root
surfaice, avoiding an overflow of the materdl. The remaining Straurnann Emdogain may be used o moisten the

bone substitute material.
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Ahefnoﬁve|y, the bone substitute material may be moislened using a medium described in the instructions from the
bone substitute manufacturer. The moistened hone substitute is then applied to fill the defect to the highest level of
bone loss hefore c|osing the Hap.
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Prospeciive Chnicel Stedy Results with Emdogain Comparad to Surgkol Ereedmant Alons
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TC Test and conirot patienhs, it F\elé
feiaves 2005, 00, § <0001, p = OO, rspecvely

Protocol Version 5.0, 29-Mar-2018 Page 71 of 106




CR 0115

% straumann

Please note

Praclitioners must have appropricte knowledge and tnstruction
in the handling of the Straumann product described herein
{“Stiaumann Product”} fer using fhe Straumann Product safely
and propetly in accordance with these instiuctions for use.

The Straumann Procluct must be used in accordance with the

instructions for use provided by the manutacturer. It is the prac-

iitioner’s responsibility 1o use tha device In accosdance with
thase insiructions for Use and lo determine, if the device fits to
the individual patient situalion.

Straumann Products with the CE mark fulfil the
L, feguirerients af the Mediced Devices Direciive
CE o= g eC

LOT

Batch code
Jf m Temperature fimitation
i (2°C-8°C/3&°F-46°F)

A\

Caufion, consult aecompanying
documents

Protoco! Version 5.0, 28-Mar-2018

Validity

Upon publication of these instructions for use, all previous
versions are superseded.

@ Institut Straurnann AG, 2010. Al rights reserved.
Sirqumann® and/or other trademarks and fogos fram

Siraumann® menfioned herein are the trademarks of registered
irademarks of Straumann Holding AG and/er s affilictes.

® Do nol re-use

U.S. Federal law resiricts this device fo sale b
Rx Only ar on the order of o licensed dentist Y

Sterilized using aseptic processing fechniques
Catalogue number

2 Use by date
d Mandfacturer
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Appendix Il - Instructions For Use IFU 701910 {(German version) - Emdogain®

BRI  (nstructions for use: Straumann® Emdogain®
Gebrauchsanweisung Straumann® Emdogaln®
Mode d'emploi: Straumann® Emdogain®
m Istruzlont per l'uso: Straumann® Emdogain®
PR Instrucciones de uso: Straumann® Emdogain®
InstrugBes de utilizagio: Straumann® Emdogaln®

e

heanufacturer / Herstlelles [ Fabricant /
Pradutiare flabricante 2 Tibiricands

Iraliit Blraumann X0, Peter Merian-Weg 12
Ci-A002 Baselhwiteariand, voww slraumann £om
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CAUTION U.S . federallaw zestrlets this deviceto
1318 Iy n¢ o $he order of 2 dental prafessionzl.

1. Product Pesetiption

Sheaumann® Emdagain® 4 3 resorbable, implant-
ahle msteriz! and supports prricdonial tegenet
atiews, which Laked place overncee (han 3 yeae )
consints of tydrophatic prame! ieatris predeing
extractad fuvm devluping embrynaat enamel of
perging origin in 2 propylene ghycol hgpnate car
tie. The gl hay 3 sudable viscesity to faziiple
applicatics directly anto oot surfates exposed
duting peeioduntal surgery. Once applizd oy

VRN Y ¥ 1, LT ;m.‘am.thepwtmrx.mi{aunm«m—um;;_#;;hAi. dassar

BEzs indp an insoluble Lhrte -disnenianal 1aatiix
sl czeates 8 suitable eovenonument for selective
peredentai e migration and atlachment,which
sepylathishes [ost tooth wepp ting tissuey 5w
[T pr{gmation of rewr sitachment, abegoips
bone can also bie regencrated due t the csteopen:
« capeuly of the resteeed perlodents ligamsient.
fmdagain® iy depraded by erzynatic prIeshes
of mormal wound nealing.

Sanmann® Bndogaiet s supplied is pre-ffed,
ready Ae-use slen'e sytitges ard svazsbie nibsee
Sites {015 e 0 Tml 6. md of the gelf The chlfar
end Hling vzet dlaw sdapling the amount Lo the
size andd numbar of dafects in one s ngie patival
at rart of one pegseal sescior, Each (gteflled)
spricgeismeant for singie uie inone patient cnky,

Thn fofowing procedure pracks are affered for

cuslorner coaven ende:

. Straumann® feclogan® Kauliipack: combina-
Uan s! sgrmges with Emdagain® felther .3 mi
o 03 ling wlumed togeiher with 3syringes
of Steaumann® PrefCel®

3 Intended use

findagin® is inlended for togical appticationin
conganction with prrugontal surgeey 10 provide
for regensnibon of teath suppart lovd topenadon-
{ab disease of Lrauma

Sravmann® {maagain® may be wied o seppont
the coft tssue wound keafing processes e pant
afor sl Gngizal procedures

3. Indications

« Emdogata® has been shown ta be eflctinas in
pskes with pericdantal pockets more than brm
associatad wtheerticat bone ioss oo radograph
preates than doun

+ Emdogain® his also been shown Lo Le eifective
wille furestien involveeents suceeding fmm
bt not tkeough-and-through defects

< Crndegain® used 1A tecestion defects hasbeen

Protocot Version 5.0, 29-Mar-2018

tnstructions for use: Straumann® Emdogain®

shigwan 1o offes 3 polentiat for improved wont
coverage compated ta the wie of carerally
sdesnced flap slone, good sosthenz pulcome,
= gain i keratinizel fusue and a poteatial fo
regenaiation of mlachmest,

« Erndnpain® Is indicated la suppert healiag of
¢leans and nor-initamed waunds al e gingive
s eral mnceta resulting fram suegicalinddénng
lo.g muzoperiosteal flaps)

4, Contrsindications
Eoced on the resulls of tFe ik anatys’s (he fofow-
g patieal pegiation sr¢ sonttadubinated: pa-

pok fenited to e frdevnng: unconliose diabetes
oo pther uncendrolied systoric diseases disordeds
or tioatmants thal compromase wadnd neahng,
chion bagh dose stesoid therajy baste melsbotic
fisesses, tadiation or othet {MMENG-op fressive
thesapy and infectons of wascular impairment 2t
1518t al site.

5, Side effects, interactlons and precau-
tlons; complications with Straumann
products

I pare cates, elindesd sludies hywr reprrted the
prgutigace of genecsl, praceduie-related adverse
avents snchud ng but not limites Lo gingevat bleed-
ng, rematorns, infestivn, rool {hyperseraitiity,
senvatwosnd detiscence, mucesstisnt ation {sores
ness, prn, swell ng) snd aphts-like besions.

6. Warmings

irmnological sludies suggest that s semall
nuraher of pakicnts may became sonsitized 10
Emdogatn® as arestt of repeated sse Pleate uie
cautivn in patenty predupossd Lo allergic 16
tions erd foBow patients receiving repoated use
dusu-y,i‘w-nlarLcLax|3s:r|emehaslmi{awalhat
e yensifezation advioe reagton rate ds fave Re
quired (reatment hasranged from na inlervontion
neaded ta anatgesics and/or anthistamines The
witlely and effectiveness of trdegain® by nol
heen eslablished in paticnty snoelgoing antizs-
sgaant bhetegy. Carefuconuetalsn srandd e
grvan before wtng Emdogain® for Lthese patiets
£emdopain® is intended for agphication arcund
terth oply, Gain af foath suppatt prourt only Lo
the level of L roat surface coveted by the eepo-
sitoned oral taf) tiviue, Therefor, Emdagaio®
shpuld be vied in aread whiere there i sdequate
tssus for ook coverage, brndogain® should be
used anly after piagae and calrutus have baen
rermaed fom the diseased sle

4, Caution/Precantlons
« Bo et useil deale pack spe iy opened of dame
3fed. To prevent pussible cioss Contam tiphein

drcacd o ety dameped package and the
entfased device
Lyringn and appliation ceviee 1@ sngle ute

dems Do rob reestaedize of reuse syringe ar
apphcation device €ach {pre-tiied) syringe i
nteaded fot use in ore patient only. Reuse of
single-use devices creates 3 potentist risk ol
patiend or uses Infeclions Conlamination of
thie device may fead Lo mjury or serous fioess
of tha patient.

The product shauid be stared 3l 1~ 87C upon
arrivat

» Site-gpeitic analomy, wig <al manageamnont,

ditdans 'ﬂ{iudiﬁgiMt”W“vw:zné—ﬂthihtmicn'dur’ing"i\eaimg:‘"aw

post-surgical eral fpgiens &e criticat factors
for tutcesy

+ Br awate 1hat bending the cannota when it s
atviched o the syringe tay tane hreakage of
tha syringe

8. Note

Sepaiationof Sirawmmana® Errdogain® may olour
Sepaeatianal Straumanse” Enmdopan® s ident fad
as & npnhomopanenys g¢. Homagen zatian af
tha sepaated materia can be stieved by shaking
desen the get fraem 1he top to the Ballam of thn
syringe, b arcund the synnge ard repeat the
procedure len Lo fiftean tumes unll horagent
rabun telurng

4. Procedure

T Taeout Tmdogain® freevicald shorage 3ppicx,
10mirules pefore wse and ofiow i ta assurne
ambient lemperatuee.

2. Carefisly attach the supphicd application can:
nuli

3. Use the Emdogain® sithin Thauts and ducard
w0y Temaining gel.

in conjuaction with ronventionat pericaontat

surgery

1 Anaesthedize W aera seledivd for suigety
ty pharLand/ot infilteation prestiveshe Avocd
injmetian with a vatocensinelos intathe inters
dend ot pagia or mmargingl @egha.

7. hhabe inteatieviculac incsions, Thea, if judged
appeopaale, make ohe of g vertieal relezs-
ing | cisinny exlending out inte Lhe alvestar
rrscosa, Kaie full-thickress fmucopeiosiea)
Nans e tha bureak and palstaffingual suristes
of thie teeth. Prosesye 36 much of the giagival
connective tissue in ke Sap as poisidle Mam-
(i viahildy Bf prricdantal ceds by hydration
of Lhe soft lissue with saline.

3, Crily renve the gramdation tissue sdteretio
the atvealzt bane and any assotiated osieont
defects necessary to provide fudl zccess aad
visibility fo b roat s faces Remave sulyin

2
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gival plaque and calew'ss, Reenave remaining
unear fayet by 3 quick surface cleaning wilke
Gl sumann® Prsl GE® (EDTA) (o 2min ot 15y
waihgives ot phiosphsic aced. fanse thoroughly
withsterle sahne Avold conlaer aatinaof the
gl area withsalea o (Aaed aflery
gt
& imsnediately apply Emaogain® onto he ex-
posed faot s laces, stacing a1 fhe mest aph
¢ 3f prne level Apply Emdagain® 1o fully covet
Vo exgroredd ront susface areas {Oveefiow of
sty eaterial duesg suturieg showks otttk
Campiele covera g of e jaterproximsal srea
and oplenal soft tissue pdaptabon 1%

W

seatal f e apprapeiate. @ purinsteat

3, Mahe 3 sutoutar incision al the ste ol the g
cession. Extend Lhe incision o zontatly inlo
e aezacent intendentaiavea shighily coron!
ti the CE5

4 Makelwoverbratdivergent teRAUNT rCRons
b ke eesis amd distabhne angles connecled
1o the hosizontal incision.

4 Ralse 3 full-thickness fmucoDerinsiest) fap
untit the mucogingival juaction is pased.

®  thake p cul through the pericsteumn and o8-
Uipase 16 taisn & split-thid ness Thap by roesrs
of a bloat dissecLicn, Yha aim is 1o etdiminate
ary muscle tension on b Rap maigins and
atlony for & passive and tensan-fiee coronal
positiseing of the Nag st the level of the 3]

trneskeatinn.al fhe hase.olihe ﬂap.may.be.__.‘.'Avbauz{:xl}miukmﬁlumwllspucta{—llmimetn

el

paed te a0l 1ele carpnatrepositioning of the
bt Besue. Sutute materials agpropeiate fo
extended steble cotute should be preferted
Viotnd sabdity i critical to the silcome of
& IREEOETANEN PO edire 3G Emdipain®
M Ahe Inksge belvesen the root surfacg and
the heatap cohneclive tistugs is broven, the
perivdardal defeel witt reatlity epitheliatize
cesuiting in ¢ ginkeal fztare,

Tha patiants sl be ad.
wirlth an antiseplic moutl dase e g 01~ G2%
cilarhemgine soluben) untd 3-Gweeks
post Lurgery. Antshinlics may atse be vsno i

adl Yo tinwe daily

gremed appeopriate based on e cfirician's
judgement.

Tl:g patient should be instencted notto Erash
tthe areawhere sigary has been potfosmed
wrilil Jweeks postupeeatively Then anly gentle
Drisshing nn buccat and inguat saitfaces USIng
the Sat-shiske” method & receraminded, Ne

-

swfostar o interpraaimal leoth clean ngmast
be pefeerned untl hweeks postops iBlaely.
Sufulés 0y beresiaved when the sps 20

@

L ol fsoft tissue inter Face are stable, usuah
Iy within 2= Jweeis, Corsistent with conven:
tonal past-surgical eare all patients showid e
reaistrugled v profer ot fygene massures
stneeced Healng of che-cal atl achisent and
shoealar bona has Beers shiown Lo confinge (o0
iare than s year, and cwme shauld betahen rot
ta usterfere weith this prodess

In conjunction with coronally advanced
flap for treatment of iecession type
Deferts:

1 Rnesthetice Lhe azes sefecled for wirgery by
intitratinn and, ¢ needed. Back anesthesiz.
Avaid injection of local snesthelic with va
suconstrclon il o the merdenta pagitlag o0
Marpinaf gingivy

1 Min and scaie the exposed 1ot sutface 1o
remove giaque, cateuiuy, oal sarace irregu
laritics and, if judged approprizte, to reduce
prisaineaie,

Protocol Version 5.0, 29-Mar-2018

gentaf papidas to crents 3 cannsctive Thiie
bed for sutaring tha rormnatly agvanced fap

3. Condition the expased 10} s face with
Sracmann® PrelGet® {{0TA] for 2min. 02 158
withansic ot ghosphnnc azid Risse thoroughly
with slerde s dtine. kvoid centamikation of the
contlioned (e turfacs with saleva pr inad
after thie fsal e,

. Irunediately apply Tendogain® o Tully cavet
the as pated and conditpred 1ont surface,

106 Concrtly positice the Aag and seruie it it the
bevel of the CE by sulunmng the flap sntathe
racipient bed, e the de-epithelabed papilias
Alsoclose tha verticalingisions with buers) su-
i Use sutuee malesists for eatenden stabte
cinsare, Mo pressure shoutd be applied 1o (U]
Mags siter sistising

1), Tne patiert thould be sdvised nol (o Beush
in the area, but einse daily with an salisep-
fir meuth snse o g 030 2% chloriteddian
soiution) untd Jweets postswigery, Patients
would attote instraciad 1 anid musgle ynac
\ion e aher teaums o the Greated ang for ihe
sarne petied.

17 Suttnes Ane remaves whena rasicat hesting of
the fapis stabie and sutwres rolaoger 3340
wourd slabitty

13 After the initial healing pedod, patients ae
ingtsncted in a loath Ceaning techniqua, wiich
aninizes apicatiy direcled Hraumna antha gins
pivalmasgin frofttispues of Lhe tesated laoth
41 pr 8 ~bveettks [ationts can graduatly return
ta nutmad 1eoth (GelBng measures

In conjurction with ol suigleat
procedures Lo improve soft tssue wound
healing:

+ tn conjinction with oral suegichl proceduias o
Impeove sof 1 Lispue waund neatipg, Emetogain®
can be wsed 10 suppart ol bissue viound heal-
ing of susgizal wounds as st of Lypical vl
suegical procedures such as flap sutgesy. dental
imptantatian pracedures, soft Lissue prafiing
provedures and gisgiteslomy procedures

theie proceduses Emdogain® is applies on the
comple e wound ares v wound piaging of
{he ssrgicat wiotnd belore flag cosure anc fi-
nal suturing Residual Emdogaia® canbauiedio
Ivp gt o Ehe wonand matgins alter wound
e, Brrdogain® gl onsing oul of the wound
smatgins caa ba eemavisd il consifeed agrestary

2 i case of pingivectdeny procedures bk tissue
graft pracedures ar peredonlat ppivEcto
my proceduies thal may notsequire sueburing
Eretagain® can be applied o he veaund mar
gtins 1o fagiitalewaans heallng as the finalstep
iof {2 procedure.

+ Sutore sndlerials giuks By oved fo exlended
stable tlosure. Hn pressure shoald e appiiedis

bt Alap-afles subutng Tl patient iustsbd-b

advised net tohrushin he arem but rinse daily
with an antisepiic mouth rinde feg O1-0.2%
citarhexidine sebulion) unbil Tweeds pocl-sar
gery Palients shauld alto be instructedia anvoid
epastie traction of othet trauma to tha treated
ated for the yame proigd

., Suluras are removed when dinical Tealing of
the Bapis slabibe and situres no fonpes 2l Lo
wourd slability

tn Conjunction with Bone Graft Mulerdal:
Ircanes of vide defects orwhere sl thsue sup-
port i éeslred, Straumann® Emdagzin? can be
isted in conjune Hon with i bone praflt maierial

. when comtningd with bone gralt matesisls
Stegumann® Tragapain® is added drop-wisa to
tne bone subsbiute and the resulting proguct
I enixed with & spatula of cther instraments
sisitect for mbcag uaht e mes gets a paste-libe/
wiet coatse sand conshstency that is suited T
the applicabicn
The defect should ba Fitled as complelely 25
possible with the sesuiting miute Quetaug:
mentation shiculd be prevented The bone gralt
sherstd bie pently compacted inthe defect toens
sure mechaniiet shildity apaist compression
Too mueh pressase thal wosld resettincrushng
the bane praft parbeles should be &va ded.
.+ To impiove s0ft Hissoe wound feal g s 13521
of Shaumina® Emdogen® i3 appi ed on lop of
the bore praft zupmentale femedaately before

fanab waund cloe

. b case of peripdontal reot surface trealmenis
Licsumennt Dradugaln® thoutd be apphed
o ke et witface prlos to the applicilion
of the bone grafl or bone gratt/straureann®
Erndagam® mixtute 10 eng i geopes CovEIEE
of the 1pat surface wilh Strsnmann® Emdogain®

10, Heallng phase
tiease refed to the speoitic procedura part
section 9.
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1, Further Infarmation
Mease rafe Le Straumann website foe addibona
informatinn

11, Please note
Pracl:t.oners st have tnaviedge of fetiadon
totogy and antruction ia the nandiing of the
Sheaurma pn provuct gescrbedheding St
froduct™} for using e Sliaumarn Progisct safely
and properly in sccodance voln these mstiid
tiore, for tsa
The Straumana Pleducd mast be ed s accar
dange with Ui dnvlrugtions for use provioed by
{he manufactisren 1t s tha praclifinner’s sespo-
sihifly louse thedevice inaccoriance va tthose
S i e and todeteiemne H {he device
fits to the wddividual patient ditustian

Th Strauemann Product is partof anoveraft con-
cont xnd must be ased oy in conjune o vath
the corfesponging azighiat Lomponents and in-
strmeaty distrsboled by tastitul Staavmien
AG, s ultimate prrent company sad a3} a0
jatey or subsidiaves of subh parent company
Uitrramann') except if stated olheewite for
the respeetive Straureann foduct Fue cfpiog-
ucbs made by thisd parties is rot recommended
by Sieaumann, any ULk use weill voich day yas

ranty of cihes obligat on, pxpress ot impliad of
Slurnants.

. Validity
tpun pukication of theseinstrdctions far wie i
PreNioUs vIrSions e super viaded.

Sirslilul Straumans AG 2016, Allrignts restaved.
strapsann® e eiher Wadeerarks znd kgos
frast Straurmsna® mentionod herea e tie tragde-
manks of tegstered adentizes of Straumann
Volding G ardforits abhates

14, Availability

Spamia e of the St aumans® iegenerative petls
fiilin 220 Aok availabic In atcounthies.

Protocol Version 5.0, 26.Mar-2018
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Sk aurmanin Predortiowith tie U math
Ftfil ke foqu soment s of L ded o
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Use oy dale
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@

Rx anly

wd

Cautlon, consult accampanying
ducigrierls
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Cauhon WS federat fawr tastects W
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1. Produktbeschretbung

Lraumnann® Emdogain® ist ein retorierbares,
imptanticrhares Matasial, das ¢le paradostale
Reganaratian urters Lotz dia sich 1t die Davet
von mebr als ginem jans fortsetzi s bestebtaus
hydtnphoben Senmetrmatrizproieingn, die aut
wkeynnsden parcinen Tahnen pewonreswanien
undin aine vopylenglykolalginal-irageiiubstant
pinge el fet sind D e tiine iy Viskhosilid das
Cels urivichiert die sizekie Apphtation aol deim
Rahren gmes prodealaichinyifisches tingrifis
ficigelegion W relobetfshen tachdes apphia
tion aufesns freigelugle W zefnter Ric e silbesst

[N 17 13 1 L R e i LnlbslictaR— il g deattashmant ericlen

draiginensinnalets Ml tix zursmmes und schaft
soein giinsliges Wrefeld fu cine sefeklve parodan’
tale Zeliralpration wid das geatiachment, sodass
veedoren gegangenes Zannstitigrwebe wietder
Fargzslellt verd, Dank det osiecgeden Vhung des
jograeriesten paodontalen Ligameatt kann pach
wrictptemReatiachinent gas Binelegewanbes auh
alveatknocien ne o gebitdel werden. Emoegain®
wirrd i Rehrnens ger Enrpmatishen Pozesse ded
physictogischea Wondhaitung abpelaut

Graumann® [mdopan® wird invorpefufites ge-
brauchsfes tigan, sietiten Speitzen pelisfertundist
o theei Grivssen (it 015 ml, 0.3 ml eder OF mil
fe) erhifilich Sie verschizdenen Fuigrassen o
teichtern die Wald der 2 verwandanion henge
entsprecherd der Critse unt fngahider wabiread
snet Operation fv hehandaladen paindnntaten
Defeate. De fvorgefuliten) Sprlizen sirgd Einmal-
artieel, nde Speitse darf nur fur pinen Pabicaten
wihwendal weden

Gie nzchstengnden praktscnen Behand urgstty

siehen zir Veelugang

. Shraumann® Fmdopan® Mallipack Digse Buiy
bipackng vakiiitl 3 Speitaen Emdagns® ent-
erodet 0,3 mi 6des 0.7 mi Fudlvolument pins 3
Sptifgen Sepsmann® PrefGel®

2. Vorgescherne Verwendung
Fradapain® ist rur lapisehen spp-kaban bet pata:
cantattivi s hen Bingfen voratenen. um k2
fepentraticn des Zahaditrgavwebrs iu fardern,
Gasinfo'ge einer Farndontateskranbong cder viner
Vel ey verlren gegangenift

Lraumann® Emdopain® kana zur Usterstutiung
dut Windhutungsproeesse deaszen Welthge-
viehe bei orslciiurgiselmn Eingeiffen rivgesetzl
wetden

3, indikationen

. ¥hndseie Studien haten die Wetambait van
srndogain® el der Behardiung van Faroignial

Protocol Version 5.0, 29-Mar-2018

Gebrauchsanweisung Straumann® Emdogain®

{35chan sl rrahir 3k 6 mn Tele und rantgenc.
Ingssch bestatiptemverikalem Encehanverlust
van ther X mm gereipt

» Zudam veutde die Witksamtat von Tndegain®
bai ot Brrandiwngvon Furkat ansdefekten mit
viner Defekthivhe von mebs als 2 mom nachge-
wiegan, pusgeaommen durchgang e Defakte.

. ol Rercssionsdefekien kann Emdogain®
pegenber ded alelnigen Repesshassdeckung
ril hororaten Verstinehelappen nachwestlich
cine verbosserle Apsackng der Zahnvesrrcin
enteicken sowie pute Authelitehe Rewtlate, ehie
Funahme due Lsatiniverien Singiva und poien-

Arwendunguheabschlonpen nachden vverkehr-
Bringen geht hervot, dass die Rale der Sensibifi:
setangen aly unenvinschie Heboaviiikurg det
Petandling ciedigl, n cenFiien, in daren eine

Sengibi

ung auttral, wir entweedar gar kgine
tatervention etfordertich oder dia Gabe von Anal:
ekits pndfoder Anbildstaminika. Zar Schepneil
wrd Witksambgit von mdagain® bel Patienten
woler Antikpagulatinnstherapie liegen bs dalo
Seine belastbaren Daten vor, Bes dieser Patien-
Iengiippe solite Lmdogain® rs nack sorpfaltiges
Abwdgung angeaendet werden Emdogain® 61
aussehbesslion fur div Applikation in det Zahas

< Fandagin® it indizian, wm die He luag ven
saubieren, nicht entzbindeten inzisiansbeding:
tonWuncen (7. B tel der chsargiscnen Bildung
von bAukspatostlapen)der Ginglva und Ny
wehlpnmiaut 1w untprstuizes

4. Kontralndikationen

Basietand auf gen Erpebnissen dar Kskoaralye
1t cie Araendung von Cerndogaind bies den ful-
penden Patientenpopulationen kordrpngiieet:
patiunten. die untar den pachsienendan ahne
darauf bestbrankt {15 sgin) Freesnkungen odet
Starngen leiden: untantmthertee Diabates odur
sndere uskoatrollieste tystertache Erkiaakungen,
Starungen ader Bxhandiangan, do o Witgdnei:
hing brontiachtigee: jangeitbebandiung mit
Fa Bdashee ten Shetoiden. Storgen des Knochien-
mnlabolsrmus, Stahlentharapie oder soauiige
nmunsuppreseve Thenapls sowee indaitionen
ode vashutlite Slerungen in der zu kehandela-
den Regron

5, Nebenwirkungen, Wechsalwlrkungen,
vorsichtsmassaahmen und mit
straumann-Produlten assoziierte
Kamgplikalionen

in blineschen Stud envasrde i seltencn Faderwen
allgurmenen, pingrfshefinpLet unipwinsthien
£rmigrissen bonchiey. daruntet {ohre darsul bee
sehrinbt susen) 2ahalieiscbriutong Hasslem,
Infuk tien, (iypeciSensbilit st det 2ahnwasrivln,
kleine Wungueniszanten, Schigimhaute-2ung
{Wundheil, Schmesen, seiwitung) und apn-
thoide tdsinnen

6. Warnhinweite

£ Ergebrisse immunologisches Studien deulen
daraut Eir, dassinwenigen Frfien nachwisdeehol
ter Anveanifung gin Sensibdis srung gegtnuher
Ergogain® aufteten hann. Geben Se daher bei
paterien mit Pradispasition fur aieugisoe fe
aklionenmit brianderer vorsich ver und $07en
Lis hol weirder botler Awrendung fur ene 2ogma-
v bige Hachbeobiscn lungder Eationten. Aus den

renpetung-y peseher e Heubildung var
Zatwiplagewsbe belolptnur i auf die Hahe des
wurzeloberffiche, die i e repositivnierton

oraten Weichleitgaweps brdeckt it fmdogain®

sttt datier mat dnsolchen Bereichien atgewen:

det wearden, in deaea adiguates Grwebe (i dic
Worzeldockung ey verfugung steht. Tmdogain®

ersl anwender, nachmens die erkexnh e Stallesen

Mague vad Zatinstein belreil e,

7. Vorsichtsmassnatimen

. Bei boschidigier eder geolfneter Stesbverpa:
chung das Progukt ikt verwendes tm &iNE
mbpliche Kreateentamination suvermedian, dis
beseh adigte Verpackung und dec Fackungsn
hatt enleeigen dder Turicksenden.

Sprilze und Applkatiorskangle sind ginemai
artikel. Spritie urg Appiixationskanute dit-
fon akchE resterilnie | oder vasderveryended
wesdon Jode (vorgetisfle} Spritze dadd nut fur
cnenfstiontes verweadel weden Dl Wieder
verveanding von Enmalpradukien srhafft ein
potenzielies sfekbuninsika [ Patienten ueg

Arwendar, ine Vesanteinigung sue Frodukty

wann 1 Yereluagen, sehawverer Erkrankirg

pet Ted des Pabienles fubsen

- s Wareneitgang soifle das Feodukt becca
18U gelageet wercen,

. Die delekspenfiche Anatarie, 333 ehirarg
sehe Worgenen. die Wandstabitisation viahrerd
derHerngund die postoperative Mundhygivar
i entecheideas fr den Erfolg der Behand-
furg

« Feist nu beachten, dast ein Verbiegen dos Appt-

Latianskaniile, wiean g beredls andes Spitze

pafestiglist, um Bruch dec Spritze fhrenkann

8, Hinwels

s L Ly einel Phasenseparalinn{inlmucmmg)
o Straumann® fmdogan® kommen. Cine Pha-
senseparalion eiglyeh durch sahamogenit st des
Gtraurnarn® [mdopwin® Gels Fit gne erneute s
mogenisitrung s eatrrischten atiteriats s Cal
vom cheron Tell ur Becen dar Sprivze schiitiein,
die Surh ze umidiehen wng digsen VOIgang 10 bls

5
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15 Adal wirdee olen, biy erneul sin horeagenes
Cetvoriiegl.

g Verfatren

| Eatnehrmer Sie Ermeogain® ca. 30 Miautdn
vor det geplanten \&:rvmndung.m&dsmﬂnhc—
sehrank und lassen S o5 sul Raumlempeiatus
3ndmen

2. Belestigen Sie e e Liefgzumiang enthilene
apptkationstancle sorgfaltip an e Spritze

4 verwenden i Erndogain® innethath von
7 Slunden, gato gen S mugl che Festmen:
gon des Gels

tn Verbingdung mil onventionelier sarudontal-

sine Periostschtitaung 3n der Lappenbasis
VOrRENOMmMEn werdan, urm dre karonyte Ve

A, fussgehentd wos desem Harsantaschnity fe-
o Ste mesia’ uad distal peil vettical diver
gieroade Enllastungsinzlsinnen a1

5 Praparierzn ung molil sieren Se ainen Yoll-
cehlchthappan WAukoperostlspgies) biv aber

sifietaang dew Wodlipewebes 10 aleichiern.
verwanden Sie Hahtrmaterial, s einea stabi-
ler, s Fluss rbae mizen Langesen Jeitrsui
gevehhrinitet Adiguale Wunefstabiiitat ist
enlschuidend tor den Erfofg det gesteuer
ten Regeneralian mit fradogain®. Wis gie

die Mutogingivalglenie hinaus

& Tuheen S ginen henzomalen Schadttin das
Poriast st und hildes Sie durch shumpfe Pri
paration rinen Spalilappen Ao den Lapgpen:
rindein dart keine Ruskelepannuag meh
vorhanden sein, sndiss der Lappen bei dar
Reressiansdeckung absalul spannungsiiet
pleint pnd pastiv nach kotensl bss an die
Sohmeds-Zeemenl-Grenze verjchoben weeden

Vetbmihang pwistien Warzetoberflicie und
einheilandern gindzgewebe unterbrochen,
kot o3 leicht pu esner Exithedisiering det
papdontalen Defekls wrd damit ums klin-
schom pAisszefalg

Der Palivak soiln angawiosen wendei, rach

der Operatiza 1bis b Wachenlang 1iglidrimit LD

—thireghe.
T Beldabier Sie dea geplanien Operativnshe:

ruic [ et Ledungs- undfader nhilieations:
anzsthesn VWormatden Sie die tnjektien eines
Aeplielinums mit @ neas ¥aokonstatlanio
die inlerdens Apapifie oder i die MBg e
Dangva

¥ legen S intrakreviutire Hautingslonen
unth, salem angeleigh. oine G40 2we w1 in
die atveplartchileimbant rehembe veelibibe
Fritastungunzisicren ar Anden egwealrnsired
patatinaten izw biaguaten Zalnllacien praps:
Higcin und mobilisterea Sie Velsthichthsppen
(A.M.tkopcrinsilappm} grhalten Ste a0 viel gin-
greates Badepawede im 1 appen wie moglict.
i en Siegas Welthpeweti il steriter Koche
sabridsong fevasl s die Lepasfabigre Ldet
parodentaten Zeller £k bawwahiren

3 frtferann Sie day g Alvealziknochen 2l
syzendu wrd m Keocnendefeitvorhandene
Granulatonsgrwehe nr wowed wke erlor-
sarkeh, um vollstindrgen Jugang savee cian
fusle Sicht auf die wurrelober flachen re el
haiten Enflesaen Sie subgrg vae Plague und
rahnstein. Tut Entfernung der versieienden
Sengngssilsicht (Srmean Layer) boad-tianieren
Sig e Wur relobes Biche ca 3 M lng it
Syaumana® FrefCal FDTA} oder 15503 larg
peil Fiteanen ader Phasphotssure Spuler Siv

anschesiand grondhich migsterder Koohisaky
lpwing, Vermeden seazeh dem sbschhesier:
dan Sputen ping Koalaminierunger kgnditio-
nerten Wt pedober fachie darch Spoichet cder
fshust

A Apphitiea Sie Erndmpan® wivnid lelhar dinath
auf e freigelepien Wurrelobe: flachen Ge-
ginnea Sie dstes am spikalsten Punkt. Fragen
Sip Emdogain® o auf, dass dit grponie/ien
Wi zelabetfacker vollitard g kedeehd LELTN
{0k ackiassiges teaderal f evsl weahieend des
Wundierschlisses ab}

L e wolistandige Abdeckung an Approx-
malrasr und tine optimate Weldhgoviehs:
adaptation siraf ven entscherdended fedeu-
tung Soferned anpereigl eocheing, Wanm

Protocot Version 5.0, 28-Mar-2018

in Verblndung mit einer koronafen
verschiebelappen fir dle Bebandlung von
Rezessionsdefekion:

i

P

| [ie Hahle dinnen enifernl wesden, wehald

. LegenSie nde peeisionislele ong sl

£ b4 el {p-B: Chlpp-——3={rep

hewidin D4 % - 0.2 3 21 spulen. Sofeen vach Intetdeatalpapiien wrd schaffen Se cin Bin:

hnischer Einschatzung des Atztes angeleipl. degewebubatt Tut das Veenahen des koranal

\anaen TEsatrieh Anbbichea versbeeichl wer vatschobenan Lappens

& onditionlvien ¢ die frzlgeegte Wuricko
Bt iche ca. 2 Min Sang mit Shaumane®
oy elGel® (FDEAY et 15 Sk Lang mid Zilsoren:
sderPhosphorsiue Spatan Sie anschlicisens
grimndica mit suanier ¥inchsylzirung, Veemes

P TP AN I TP W]
AHEAPLEEE RS

(111

Der Fabnt spile anpavaesen weden, den
cpatlerien pereirlwaliend e orsten 3 Wa-
¢hen postoperativ meht mid ez Birgte ju
rein gan. Danach e emiplctlen, dig bukkzlen
uneel Frpualn Guerflachen mil sapftireisen: din S nach dern alischbesseeden Spulenine
Komlamisserung des korditioesten Warzet
et Vche dareh Spejshal cder Blut.

aan Brwegunpen it einer wolchen Burste 1u
reimgen Bis Byochen posleperatiy dutfene
v elare acer nlerprevimale Zahniinigung
darepgefunt wesden

4, App«‘:zicwnﬁmEmdogain"unmsue!hardar\ach
aul dit femgelegten und konditionierten Wur-
selofpecdlichen. Achten Sie auf volistandige
Apseckung

0. Verschlohen Sie den Lappen sath keran-

e Lapper. und die Verbinduag Winelaber
flacher Weichgeweie slablt sind, r der Regel
a1 and versahen Sweoinn auf Hihe dess
schmelz Zemant Grente sndem dui hDeopr

wach 7 - 3 Winciia, Tes Brafard sollte wae i

gahmen der hersbamml ches postanerativen

Hachsoge e ne etrieute Unlelwesung tdet Useberoeung i Pap Henberocis paschafienen
Badegenslishelt Vesschtiessen e aaschiies:
semd gig vertigien npslonen mit safaralen
rrabien, Verwenders Sie Nahtmatarisl gas el
pan stabiden Verscliuss dbel einen Bagoed
Feiliaum grwehilasiel Hath dem Manlvet-
sehfiss solfie Druck suf den Gewrbelappen
wermieien weiden

T Dat Pabent salle angewlasen wenlen, i
sond gz ersten 3 Worhen postopesaliv keint
Bt le qur Felniguey des betisfiene gereiths
[ verwaEndEn, sundern Wighl r einer an-
tiseptischen Muntpiiunglr © Chiorhexiida
O1%48.3 %) nrgpulen DrePatiend solite e

scnghtonundbygene vnd Zabnpflege etfal
atn har kst he Akacnmentgevannund g
Aushe g ey Aventarpochens setien sieh
piwicsenermasizn unar die Dauer ven rchr
als pinean fane ford B8 st sorgsam datauf s
schien, dass d oser Prrasess moehl gestont vasd

Belsuben Se den geplanien Qpelakpoibe
reich muiiels infilfcations: und, sofern erfor
cetlich, Letungsandsihes-2 Vermesdan Sin i
injeilian eines tokalanasthetdumrs ot ainem
\aeokanstrktorin diz imeedentalpapilien eder
in die erargnale Gingva

Ciaftenund sealen Sie i frejgetagte Warzal:
oheefache, wat Plagque, Zalinstem SO Un-

angcwicscn<.'.’crdm,wah|eﬂd cas genannien
Jedraums syaria Kuskeitrshtionen eded sons-
tige Verletrungen det uplioifoeen Bereithis 1o
vermeiden,
12, Hach slabsie dinischar Enheduag des Lappans
Tegelmstepieiten die Wisszelnberfiache 2
entfernch, urd, solern anpeidigh, gventucie
Vorgpiinge o teduzicied.

etk sbaid arie Mabin aicht l3nges s Stab
titat det Wundversorguag bestragen, werden
Sg teahtEaden snlfernt

13 U nach apikat gesichiele Vidletzungen dey
sancflaischsaums/der Weichgewebe des
rehandeilen Zabns aul ein Minimum xu e

Jrzsian an. Yok raeen Sio den Schnitl ioanen:
L &b fes i e Aprosinialvaurs eleas brenal

et Schmade-ZementGreseg dutieren, werden de Patentenim AnsciHuss

[

thelisizren Feder ks Aspeker
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an e inbiate Heilungsphase sn eier spezi-
clien 2abopflageierhmt unierw £5en Hach
A - 6wochen konnen gie Patienten afmatdich
wrieeder st pastmkler Zahnpiepe dbeghlen.

10 Verbindung mit oralchicurgiscien
Verfahren tur Optimlarung der
Welchgewebshellung:

. i Verbingung mit ofalch nugisches verfahren
rut Cplintietung der welchpewriateiuag kann
Errnlogain® eingesetzt wetden, um die Weith:
gawsbevsundheiuag o Raheren Lypischier arab
chirgegischer Verfahien, 1 8 b Dingritfen ma
anpnnhi%dxmg_fmplnﬂkﬁlbﬂh&ﬁﬁungﬁh,Wc'u:h'
fawebetsansplant atiomen und G rigvestomien,

1iatp

ginen Spatel odad gin anderes peeignaies ink
{rument, v e Prodikle 7 vermischen, B
gu peeignnte Koaslstanz {PaslefHouchier giob:
Vewniges Sand) fur die Applikation ertpicht 154
. Frtien She ten Defett 4o vellstandig whe 1ebg:
sich aul. bing ubermasiige Augmentaton st za
wetpeiden. D3 Aupmentationsmstenzt sobile
behutgarm ko Bafekl veediontet veden, om ene
guie Druckstabibeatzu erre'chsen. Vermeiden Si
1 hohen Craflaofivand, um oo Zeagnicken der
A|agm{-niali:}m:nutrr:a!mlhkcl da venmsidan
U die Wundaedung dar Weichgewebe 1y
forgera, belager Sie unrtlEthas bewst S 23

Wunde endgiiitlg verschl 2ssen elne Sehizht
staumann® fndogan® aul des Augmenta

ikpan-daptinernsie Emdagin® wor
dem erdgiigen Vernihendes Lggiens aufden
omptatten Wundhereich und dle Wusidranier,
fastmengen ven Emagain® kannen nachdern
swandverscilusy auf dio Wandrdrger apphe 29l
werden. Sufern afs nodig erathled, kaen ble
sehissiges [r dogain® G, 425 2u% den Wi
tandein sivkers entfoial wesden

Bei ginem chrusgisthen Pt aan Tatin
fipisth, 7. B winst weichgewebstiansplantas
tioa ader passdin taten Ginpive ok, Bei der
gegebenentally hein Mahtweeschls notig st
kann Emdogen® bm tetrien Qpesatonsschikt
3o e Wuadiander applriert werden, s dig
wandholung 2o fordern.

. Verwendea Sie Nahbmaterizl das einen slabl
fan Verseliduss dbet enen lingeeen Feilraum
geezhiiestel, Hach demn Fahtverschluss solite
Tiruck auf dee Geveebzlaghen e aniaden vet
e Der Patiend sutlle nngeeieser wardzn, wilh-
cend der ersten 3 Wothed posioperat igine
Biseste zur Beinigung der betrabfenen Musnd-
region tuvanwenden, candern L igiicn mit ginet
sotisegiachen Mundspulung 2. £ Chloiheridin
SE%-D % sprilen Des fratizet soile rodes
angavAnsen wiedden, wahrent des peranaien
Faatrauims slashe Maskelliaktionen odel sons-
g Meriet rungen des feteodleacn Beraichs 20
WUTRRESAT,

, veach stabstet Bleesc b Entmlursg e Tappens

ad sobatd dis Hhhte night luagar 2ue Stabili-

tit det Wandversargung Bedpagen, werden 6'e

Hahtfadan sntfemt,

{n Verbinduag mit gnochentransplantat/
Knochengrsatimaterlab:

el ausgrdeiates Dofekten oder wesn wWeich
g;cswebeabsldlwrlg gewlinseht isf, kaon
Shraumann® Emgoga’n® in Verbindung mit
s‘.r.ocnun!r;nsplama!:‘l:ﬂo{hcnersaumaletim

verwendet werden

. Gepen S Sppaumann® Tmdogain® Liopfenwe:
e in gen Behdler mol knnchemtramplantaty
knocienersatzmatenial vnd werwenden Sie

Protocol Version 5.0, 29-Mar-2018

I Leti i
liphsmaberis-suf:

Bei parognataien Wt zeloberfizchenbeband-
tngen seblte Strzumana® Emdugain® vor
dar Antagerung des Gomisches aus Knachen

Lansptantat pder Yrochenersatzmatesdal und
Siroun-ann® Emdogam® suf i Wurseiobedlls-
chaa applitier) werden, um eire adiqurle Al

dechung der Wurzetober flarhe mit Steamnatn®
[rmdopain® qu gewihrieisten

10, Einhellphase
Eirelheilen pigite div spepiiseinn Vet in
Abstinit] ¥

11, Weitere Informationen
wiitergehende informsbionen finder S auf der
Slesiarana-Websile

12. Hinwelse:

7ahinge e pissen her entsprechenie sepsd-
nisse auf desn Cebiet der Parpdontaiogie ver
fugen und i gt thandbakung des in divtem
{rokurment bescheichenen Seraurnann-faadukls
[ slraumana Preduk ™) geschuil seéin, oM das
Sraumans-Progutl sicher und fzchgurerht g
miss Cobrauchsamye sung o verwenden,

Das Slrauimani-Progdubtist gamass et vorm Hat
stetter breeitpesteiiinn Gebrauchsanweisuag 1
vesweaden Es liegt in cer Verantwnriung des
Zahmarztes, das Produll gemiss Gebrauthian
weisung 11 weTwerden ynd in indem Tinzeifsll
1 prufen, ob das Predust 10r die indwiduelie Si-
Jualion des Patienten geeignet iut

s urraan-Produkte sind Test eines Gatamtbon
repts und musschliessdich nameanen it denenk
spachenden Qg natelen wad Sl Emanten 2o
verveetsden, die von der st Staumans AC,
desen Mallergeselhchaft unif sdrmtlichen verbun:
denen Uniernehmaen oder jocntespesatischalten
dler .ﬂ\ullergesv:ﬂs:‘?m[l {,,Straummn')vumm-
B werden, 3 i denn, die Grbrsuisanessung
fur das enispreshende straumann®-Frodutt
erdhilE anderstaitendr Angaben Wicd die Ver:
ergung voa Produklen, die venh O ihersteem

stantmes, von Slraumann ekt erapfohlen, il
ping sodthe Verwendoag, i Verlust jedarexplc
pitenoderimgkziten Garantie cder im Eelosch=an
peder wastipen Veplichiong v Shrauematn,

13, Giiltipkeit

pait dee VersHenttichung diser Gebrhchsan-
weisung verhiaren abi vatherigen Nersianen e
Gultigiei,

B institel Stravmmann AG, 2H6 alie Rechle voe
berallen.

Craumann® undfoder anders hied eowiinte Mar
yon undLopas von Steawmann® sind Marven eder
pingeliagene Marken e Shrsunann felding AG

v gy purbfdr shrer verhundenen tmterietime

14, Verfligharkeit
Eenige Astikel das regonerativen Poetfol 23 vor
sursumana® sied nickt inalleo Lindern verfupbar

CEm

Seeaurnanne Froduiie it dem
CE-Zeiches erfullen dig Anfergena-
gen der Meditingarile zichtlinie
AIMREENG

Chat g RRuITELE

thﬂ Yol sl grenich
PR~ E36 T~ 5T}

14

iREFl sl alagnumimed
8 Werfatlvdalum

A

e ]

Achitung Repleileobumentate
brathies

Seeqilisierd mittets avepiischer
Verarbeilunglechn

® Fhchl wisderverwenden

vlersteiier
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£, Description du produit
Gracmann® Emdopsin® est ua matédaimplas:
Lanle, reenthatide gy frosise fa tégénératian ps-
codoniaty, cefia-dd pouvant dune P d'un an Yse
compase §2 protéines décviesde 1 malice amneé-
lzire, ¢xtraites o dma l embryannae €0 tévetnp-
primant d'osipic e porging, dans unyecto Abase
datpinate de pephylion glycet Le gel presenie
une visrasite anéquatn powt facriter Yagplisation
it teiment sur bes swafages radiculafes expastes
Jucouds de la chirsrgre prodonts & Uaefuaag:
aliquées sur uar surface radiculat rrposte, le
protéines 2 rassemblent SEANLERLIMENT CO WT
o omabtica Al maaiionastie-drnielble-gLosdent
un enviteanerment faverable b la migrabian o1 $
vadhision seiectives des cellutes paoduntales,
con eyt TELAGEL Tes tiusub e soulien i 1a denl
manguarte. Apiés 1 forrntiva d'unn nouvelis
i e, Fos atveofaite peul @lig aussirégéndté
du Tail de ln gapacit @ osbéogdrgue du l-gament
parosoatatrestaud, Emdogam® se dégrarde souy
farled do procesi ensptsubues neemsl dany 13
cicat*nation

Stramznn® Emdagain® vst fourni v fonne de
seringues slertes peéramplics et piétes 3 Yemple.
ab disponible £a tiats contensnces i1 i (0§ i,
0.7 mbde gr) 1oy difidrond os ailtes de remplissags
germettent d'adapter s quantie alz tadle et au
nembre de cffauts ches un teul patient dans le
cadte dyrs procedure chrurgieate Chanue e
ungue [préverpiel est 1A3AIEE B UN USSLE UNINYE
e un vedl patient

Ley pach s posl pooteduie suivanks sant praposes

au et pas soucl de peatinlieé

. Strgumann® Fodegan® Muitipack ot ax
}SELinguRs ved Eitopaing [volue de teme
prasage ce 0.3 minune BT rijel e 3 setingues
do Strawaann® FelGr®

1. Utillsalion prévue

Erndagan® esl mdigue et applicatson jucaie as-
LOTIE b une cRITUTEIE parardoniale pour aviured 18
téginératan des tasus de souten déabies disfait
e atade parodontatecu dun taumat:om

raumarn® Cmdogsin? pait dtre stiksé pour
favoriser ey pracestus de cicalasation des tissuss
inous dans les procedures de chucurgie buccale

3, indications

L1t 3 éle dementré quimdngain® est efficace
danste traitesment o3 poches patadontales de
Fus e 6 mim asigcstes duie peilegsspust ver
neale e plus e Dinne 2 fa radograplue

afficaritd f Eedogain® a dgateatent ebe -
inantibe dans ges chlauts de lurcation de plus

Protocol Version 5.0, 29-Mar-2018

Mode d'emploi : Straumann® Emdogain®

(e 7 mm, teak: pas sor Gos lésany do past en
part

. 8 3 £te derrontie quubiie deng el Haion de
type sbeession, Enulagain® permad wamikiores
1s cauverture de 12 racine Lomparativement 3
Futdisationd'un Ismbesu repositionnd camni.
cempent, unbon (dsultat esthétique, we gain ce
issu Saratinge et une poysiliite de régénéra
tin Sigarmen lire

Imideqan® est indigué paur favorser ia S+
nsabion ges plaies @irgissons crirrg caled
propres &l ne prégroiant aucuns irflamamistion
su ryeau de fa gencive 21 de 13 rugueuse bu
catelp-#artambeduseafiiesl g

4, Contre-indications

Tageds fes reantabd de Vanafyar des rsques, e
produit esk contre-indiqué ehez i palient i est
alkaint, notammesl mals pas seatement, des 3
faptiom o1 dos pathatogas suivantes - dabite
nan 1éputé au autre maladie spstimigue non
contidlie, aflecliva oy Lrntement compromet
ant T ceatrisalion des piaies, stétadothétip ¢
chropigue B haules doses. matadie mdlapotique
atseune, rdicthiapie ou sale tallementimioe
sasuppressed, st infectinn ou Rsien vaseulans
sul it o gl

5, EfTets secendalres, lntarzetions et pré-
cautions : complications avec les produits
Straumznn

Dars dos cas raes, les Etuges o' mgues anl signalé
Focentrenge & évanements -odése stles aseotits
ata proceduse, par exemple mais pas sewtement,
tes sagrements gingivaux, ‘s nématemes, I
fechion, |2 sesibaAd wpersensiod L radiculaise,
ura Jégeie ditiscence de fapfs e Fireidatzon de
12 wmgprenie {endstorigement, coiddur, pordle-
menl) gt des iisians prewds apiiontes

6. Mise en garde

ey Hludes Immueolagigties montieol gu'un
prliz nombg de palients geul devens sensibie
3 Erndugan® & s suile d'are atdisation sepdiée
Utiliset le get aver prudeace chey ies patients
preduposds duk (daclions aflergiques, el suivie
Mrenterment les patiants chez quile podait st
sdeninistié de maniate répitde Loy donndas da
phstrnzeey plance indiguent que fe taun des cé-
achins do sensnlisation indésirables ¢st faible
Une tella siluation ne requitst gENErIiement pas
At venton, on Fadmin’staton dantalpiguas
etipud'anl Bratanvn ques. La séawite et Veffcac
tdd'Fmdngain® n'ont pus té ftablies Chiez fes pa-
tients saus aplicos patothitapie Uadmisiiliation
BLmdogain® chez cette catégorie de patients deit
dabotd faiee Vobjet d'une réflexian seripse avant
d'étre eavsapie. Emrogain® estun produ Ldey

tid & ote appinus suboue des dents seudernant
L gain de consolidabon dertaire nd se pradut
u'ay piveau de b sulface cagicnlalie couverte
pas S Lisss mou repasilioang e fek Fmdogaa?
e doit dane Elie applique que dans 185 20RE8 60
Is quantitd g tissu de couverlure est suffisante
Sendogaia® m doil fhe ulitie quiEpris dliming
liest des ta prague et du tartre du site touché

7. Mise en garde/Précautions

- tie pas uhiliser s Ferabaliage stérile est ouvert

an endsrmags Fow éviter une dventuells

rontaminal e croisée, if comacnl de jeler ou

detemvoper Pembstge erdommage et e s

pendtif il contiant.

< Lasenngue ef fo gispositif d2 pptication sont &
usage unigue. Ne pas restdibger nl tduliserla
seringie ou e Zisposii dapplicalion. Chatpz
setingue prérsmpliclest destinde § étre ulilisés
ehed un seul patient 13 ebutilsalion de dispo
silifs 3 ushge wninue orée un rhaque pofeatiel
dinfection che? fe psbient gu Pulilisateur Ls
contamination du disporilif peot étse A Potiging
e biestures oo de maladies graves du patienl

.« te produit dest dbee conseivd & unetempiiature
de 73 8°C aptés réception

. Uanatomie du site, fagestionchinggicale 12513
Eiiisalmeet de o plais peadant B tieateation el
Vhygiéne buceate pastopdeatoiee sont des far
{eurs critiques de réusside

L (and vaveir que 1a Bexon de Ly casiale fors
qu'elic gst witachie 213 serague poul provesgies
ure rapture de ks seringut

8. Remarque

Une séparation de Steaumann® Frsiogain®
vst possible, S 2 suts enx séparstion, le gel
syzaumennt tdoga n® a'es! s hemopine
Le eas dchdant, ket possitie de réfomngénél
sot 1o malériau en agiapl e et de haut en bas
danta seRpae, en fetownzat b tehingue eten
répétant Letbe procbdune b guanze fron jusnu's
nemogengisalion cemplile du maldnay

9, procddure
1 Soclir Erndogain® ge sen s de conservation
a1 feived eawviron 20 minakes aant uhtisalion,
afin quil pesse tovenr & température am
branie
2. Fuar aver peécavtion fa camale d'apphoation
foutnie
L Uddliser Emdogan® dam les 2 hewtes el jete
toni ged restant

-

En associabion awre une pracddune parodontale

chassigue :

Y nresthasier 1o zone sdecilennde pour la
chitwygie pas anesthé e troncuta e elfougar

#
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E)

wehltep o fwles loaty injes b o anmitig-
siqe focs aves un vassconstictew dzns fes
paﬁ-l-eﬁ|.~nerc‘»£-r1tn“u:mutagancive matpif e
pratiguer des isgsinty intracedvicutpuds
Pisis, st rgis est jupb approptie, pratiquer uneg
ou deus peisiens ge rettchement vislical se
profonpeant jutque dans fa muteuse avén

Isire Préaver un lambest muco-génssis de
e epaisteur sue fes suifaces weitibulare el
patating nguale dos deaty Orésenec dulin
de tissu conjone £ giagivai que prss i dans
le ambsau My nterss (s viail 14 des cefutes
paradontaies en hydeatant ley tissus mous
yeer unpe solutian prycingique.

Retiter uniquenent les Ussus de granulation
Srant-biassveslairaaint quotoutdéial
oiseli 3ssDLié gl sont rdgessinies pot ob-
terdr un aceds tolal aus vurfaces radindaites
el yre parfaite visivictd £liminesta plague et
fetartie sous gingivaus FHminer ts couthede
e denbnane dsiduelle enefleelusntunig
pide nettoyage de surfaca avec straumann®
PrafGe® (FOS) perlant 2 min ou 1% ¢ avel
Y Pacide cittigue oy phosphorgue, Rincer
abondermiment dues une Lolution saiine slése,
Ak re gingage finad diter tout e ant arning

Gan du site orirurpial par e b saiee ou du
saNg

Applrpuaey jrenddiatement PErud g e® ur oy
sitfaces ragiculaizes er Eoytes, &1 CRmmen:
cad par laJone asseuse b phat agicale Apph-
guer FENESagain® pour corouvrd entibiemend
tes surfaces eadculmtes axposdes. (i aol se
produiie un deborament di geten Y
e s fermetute diu sied

Une cotrver ture talaie ge |3 tone inlet o
e #f pee saptalion epiisnale des Ussuy
mowe sont pssent elkes Sicolaestjugs appio-
prig, il el gugs e @ ulilser ube lznestiation
pévicatis a ks hage dulsmean afin oo facilter
le spposHiDRREIRENY {01 GRINE LR S L E5uS MTUS.
Privdégier fe matdiaua de sille susaal
ure fermetore stabile prolongée La stebiitd da
I3 plase et gusertielle pour Fissue dune pocd-

.

it de régandestion wtits anl rndngain® ik
tren 44 nempir £nire b susface racheulaie ot fos
tssur cengdnclifs encours de G atrisalen.ia
Fsian parndunial s bpithélia sserd rapdemeat,
patrainant un eched chnique,

Donner au pathed Ly conslgne de se tinger
quatidienrermant ta houche & Vasde d'unbizin
de bouche antiseptique | ex. une selut an de
chlarhewdine & 0.1~ 0,2%) renddart 34 6 ye
misnes poslopdratoires. Des antibiobiques
pruvent & gatement dtre ulibads Siun mécécn
te juge apprapeit.

i fzul consedior 2u patent de e £35 brosser e
ot e sites traddh prodant 3 semsined apis
Vinterveaiion § eat ensulle reenmmandé de
Begsses doudirnent unsiguerment fos sfzoes

Pratocal Version 5.0, 29-Mar-2018

veslitny

dires ou Bnguales enutlbsant in me
thode » du souleau = 1l ae faut proceder 3
Jutun brotsape inlgeproxisnit vy sultutare
pradant ks 6 semaines suivenl Peaprieastion

8 Les Bls di sutua peiivent f4ee enlevis losque
Jes lamieaox et Vinterface raone/Lissy mou
snnd stables, co qui esh habiteafiement te
a4 aprés 2 & 3 semaines. En azcond avee fes
s0ins postopdaptares CAssigues, let Bannes
pratiques £'hypéne brrcodentaire doivant
ghie rappelées 5 tous les patients. # 3 éé
dernonlié que la ocslricabion de Faliache
clinigus et debas alviolzine conlinue pendant
phus d'uran, et toutes les procaut eas dtavent
Elie prises pour ne pas inlerférer aves oo

receavtis complétement la sisrfaceradicolaite
traitée
10, Repositianner o imbeay teonabement el ls
Paer au sivean de 3 1CE en e suiuiant dans
1e 4ik raceveur, & sayolr les papiles dosépilkeé-
ligtisees, Beformee bpalement ley incisions
verticales par des sulures falésrles. Utiliser
#ir matériol de tture pour ferrneturs shatte
proforpée. Ausun pression pe dnif Sle exer-
¢ée sur i lamboau apresis subwe.
i fzut cansedle s au patEnt 48 ne pas brovier

52 zonk, mais de e drod quatidiennerent
svec un bamn de bouche antiseptique (pX
o une solution de chlorhexne & 01-0,24)
pradant eavitn 3 semaings subvant Finges

PHECEISLT -
Confointement & un lambeau repositionné
corgnalrement pour te tealtement des
1&sions de type récession :
I anesthésier Jesectews séechonné powt pter
veation chirutgicate & Vade duve infillalien
g, wi nécestaire, g'un blog anesihistque He
pas ineeter danesthdsigue Rcal aved va-
raconstiic o dans s Fapited intenianiarey
padans fn greatiae marginas
2. Surfacer et déiatreia sueface radiculane ey
onda alin a'dliamaen s plague, b tarte, Tes
iregularitds de b surface radiculalre et sion le
jug 3EpFOPIE, pout IEGU R UNE PIOENINENCE
3. Peatupuer unebnciion seliatarne § landeoil sie
la récessinn, Frolongey Vincision herirontate-
ment dans 13 zone wtecdentaire adjscente,
(g iereent en duerlinn copnaire jusqu’ b
jonttinn cément-émait {1
. Prabiquer dax el mislaleldistaldalatgne

dewxancisions verticates dvergentes dereld-
chement refiies & Vincision hanzoatske.

§ Prélever un lambeay [nucopérinstd] do
peine fpaissour jsqu'audely de fa penction
mco-giNg e,

6. Piatiguer uae mcivion dans te pirosleed pré

Tever o lambean d'epanseur partielte pae dis

Loetian délieale. Le bul est d'élumngd taute

rension musaataine s s bords du lambent

et de permeklre un poplionhement coranig
passif et sans tension du lmbeau au nivean
du la JCE

Ddsépithebaiser e face bucealy dey papdes

inteectentaizan afin de créer un Bt de tiss

-

conorelif powt sblui o laerheayu cepass
tianpé teroniinenent

@

Yeailer ta sucface ratficulaim sxposde au
Staumann® PrefGet [FDTAY pendaat 2 i
Aules go 15 secondes dvee du Yacide dliguy
au photpherinue fincer akendamrment dves
une selution saiinestente, Dviler loute conta-
rination de e s face tadicutaiee tailée par
deta sative on du sarg apres ke riacape final

g Appilques Imsddiatermnt Endogan® pout

yertionTLas palienty wrent B mET e
informis thivider toute frsttisn minculaie ou
dautres Gasmatismes aw nivaau de ba sone
traitée peadant fa méme pannde,
feq tatirus sont suppriméet Intsque 1y rica-
trisafion cinique du lambeay est stableel les
sLtures ne parkicipent plus b 12 dabilite de
RIEIS

13, Aptés la période de dcatiisitizn Intizie, sl

secommandes alx patierls une kechnigue de

acltayape des dents sui minimise te drau
matisme en daection aplcale sut ke bord de

I3 ganiveles tssus mows de fi danl Laitée,

Apths d & fsemaimes, les patients peuvent pro

Gressinanrl (Ve & dernsiies not males

de brrssage tes dents,

=

En association avec les procédures de

chshurgle bueeale pour améliorar ta

cleatsisation :

. Fnatsoriation v fes protddures chirurg cates
buccates pour améborer 13 ocatrisation das
tessus maus Enedogam® peut dlee wtdsé pow
faumiicer Iy cicatrisntinn des tissus maus des
piaies chirargicaies dansde cadie de procédures
de ehiraegie buccale chassques Leles qaune
procédurg crirutgicate par tsmbieau, des proré:
dures dimplasiation dentsire, det procédures
die greffes de s mous #Laes procidutes ce
pingiveclonnin Dans ces procidures Emdogain®
el appliqué sur toule la surface et les berges
de la plam chinurgeate avant i lermeture 6es
fambeaus e Fa sulore finaie. UEmdogain® 1ést

duel peut $tre ulidivé pour wme applzation sui
o borpas de fa plaie aprés fa fegmelus de la
phaie. te gel d'Emdogan® qui coute des beiges
dlie Ly plads st ELre GRINING 1 £as de nicensitl

. €0 cas dr procadures de gingivectomic comme
des procédures de prelfe de Lisvs au des gro-
cedurey de pingvecformie parodentales qu
pruvent ne pas pECestiter de suture, Smdogan®
arsitilye applagud sut e heges s gl pour
{aciliter ia cicatrisation comyme étape Nnale de
{2 procadure

< bt matiniaeg de suture deivent €le ufikdy

9
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peut fes longlies fermelures stables, Aucune
pression ae got Bl enerde sur le lombeaw
aprés la sulyre Lo patwnt doil e avi s e e
pas hresser dans by yOne opéier, roafs o rincer
nuatidennement avec us tince-bouche anti-
sephique ip ex une 30 ution de chicchesudine
0,0 - 0.2%) atau's 3 somaines gost-chitlitgie
Lis patlents doivent égalemunt Btre infpintés
drevite: toule bathorn muscalaine ou daulees
traumatisinas mi pivada de i3 zoneLeatée pen
danl fy mbme plriode,
. o5 siturgs sont suppriméns lorsquis la dieatrisa

tien cigue dulemneais o4t stable ot fos sutures
ne paztigigent play A L slabeité ook Ao,

DYSEUSE |

Ers ooy de défauls impariants ol id ou le sou
tien des tissus maus est seuhadtd, Staumann®
Eenidopain® prud #re uiiis en assadialied aver
un matenay de grefie osreuse

. En assecation avec une grefle osseae,
iraumana® Emdogain® st ajauls goutie 4
goutle s seiuditut asceus el ke gprodiit qui en
pésuste et rtangd aves une spatule sud'autres
instruments permettant d'effettusun nslange
jusqut'i <o que le mgfange 2st une constance
grosuibre sableyse humigejpilease adsplée i
Lapqtication.

. ke défaut doit e rermpli svsd complitement
que possible aved Je nélange risutlant. Une
sutrgupgmentation dot #tre Evitée, La prefle
asseuse doit ftre compactée en douccur dins
sy difaul afin drassures une slabil5e ecanique
contea la compression Lne presion deaz forle
g’ se Leaduirait par un terssement des part:
cutzs de proelfe wiseusr dutl Stre dvilen

+ Py arngliorer 12 cigatiisason des isys mous,
vre couche da Sttaumenn® Emdogaind edap
pauie s fagre e ovieuse el augmente freem
deatermend avant [ Termeture finate de le plake.

. Cuns les cas de frastements paradant sux de 133
srdze s ravines Saumana® fmidngen® g t
atre appliud s la surface de fs raone avant
Papplication deia greffz osieuss ey Adtarge
gelfe panuse fSiamann® {rmduezain® nour #s
cuter une cubvetlure adéquate de la surface de
13 tarine svec Slimarmann® Emdogan®

10. Phase da cleatrisation
G rdfErer 3 ta partie ypichgue de 1a poorddiae
& ta rubrique 9

¥ Wnfarmations complémentalres
Bt s informatons compiéraentases, consul:
ter e site interast de Stosumating

fn.association avacunmatérian de gieffa——Ledroduit-Shatmann relive-durncondaplglobat

2. Remargue

Loy praticens doivent avol stauis leg tonnais-
sances e raradpntelspic ed b {ormation nécess
salre 5 18 manoulstion du produit Siraumann®
aicit gans le présent docurent (« Prezuils
Styapmant ), abn drutiliser les Frodinids
Straurmann® on Lowte séouritd et gy manikee ap

praprite, tonformémant ay mode 4B PG

te grcaduit Siraumins it sbre pliid confarme-
ment au mnde gomplot feueai parfe fzhncant

{ agpartiend 2u pratsien dulbser te diyposit!
caniormbmend b re marde d'emplod o4 de coter

rrinetsh e disposlif est adapté  la steation d'on
palient daané

Eos preduits Strasmann poriant f
matque CE cont cenformes aux
exigencas de tx Darpctve 93 j42 tEC
refative au Matéred Mad-cab.

E_@ HMiméro de fnl
i}
:.l’i

%HEF aEfrance du catdiogue

CEom

Limife de lempdratue
127 RPLJIGE - 367

g Daledmtedut tisaton

ot re doit élre ubliss gu'avec iex tompasants el
tag insfeumems dangine cocrespondants diste-
Luds pat tatisul Straumann AG, 54 sl piden
cltiens el boules les Biates de celte soaiilé mive
L Straurrann =}, saul meation contrade poud le
et Sttaumann eespeclid 5 Tultisation de
praduits Eabriguis par des tiers o] pas recome
mafeise pal Seaumanie, auta pou’ eHel d'annular
teate garsntie ou toule aulie abligal on, eigrese
ou implgite, de SUadmand.

13, Valldité
La patutlen ce co made d'emplo) znnule et cem
slare foutes {ps velvtans anléngmes

D nstitie Statnzan AG, 306, Tous drats &
fELvas. )

Ckraurnans® chfou bes Rotres miaeques cammaer
cales et lugos de Steaumann® mentinnngs i sont
Gttt MATGUE S COTHIRTTLAES i IMACGUES digasées
$p Sraemann Helding 60 o1/ou de ses wofittes
atfilides.

14. Disponibilité

Cortains art'eles de la gamme Slravmann®
fagenardtive pe ol pas dspormbies dan Jous
lees pays.

ii': Aitention, hre fos documeots gty

preaia]  téokae onutilnant des technigues
seuatisdes

® tie pas réulihser
m Fagtcant
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1. Descritlone del prodatio

Saraurnana® fmdogan® &us matenale adiond-
blle ¢ irapranizbile chi supportatangenatazions
paredantale, un processu che sichiede oltie un
snna tcasl buitn da protene idnlobe delia ma-
trice thefio wnzila estradte g smalto armbrionale
i suruppo de ofiging suing, in proplent gwcle
alginato eme viitore Questa gel bauna viscositk
adatta a faril tare Fnpplicaziane dinellamenl e sal-
T staper i vidicotan espuste, dasanle e chruga
parnd satale Laa vollaappheata siiuna supeifice
radfrotate s plsta, s peoteing o aule assemblain
una reatrice inselabde widim entonal, ceands

i ambisnata.idorse-frsla-migrasione coulpe—seguratepopalvtivee di prrierd e rathrrmr prrterte I Tz RS R BB IR TR

parodontale setetlva e 'ttacco, the tiprivking
i tpssut o supporlo de dinie compromesi. In
seguito atia formazions di auove stiacca, anche
T'osso alvealate pudrpisere dpenerato grazic sla
cagacila osteogun <a del legamento paradania.
Je rigeneialo Emdogain® sidegrada athraverso
grncess; enzimibe: coinveilieel nownahe rocesie
di guarigiore delie lerde.

straemann® Emdogain & dagoniisle in sningle
stenl predempile e pionte aliuyg, i tre foempae
Fo0,5 My, 0.5 mee 0.7 M6 get | divers: fermats
consentons Famit Lameale delta quanbil & slte d-
mensiane ¢ al aumernd diledl perun yngolopa:
ziente, come paclediununics sesslore cirurghia
Opniskrirga [ae-riemgsit e disws migere widizrely
su b solo parenie

fre appvotarne fusn, sany dhpenibil e siqrenti

cardeziont ditratiamento:

. Gaumane® Fndogain Mottipeck: setdi 3 sicin-
ghe cor Emdagain® (da 0.3 0 0.7 ml di volunia}
a3 sirbngghie di Straurmana® PrelCul®.

2, Usp previsto

Fredagain® @ indicalo per apphcatione (ol
asseclals o chirurgia parcdantale pes forrire la
rigensaziors deffapparato disosizgne cef den
1 peeso s casua dalls malatils parudontsle o &3
HESLED

Shraurnann® Eimda gan® pud pusere aiate s wp-
porto del protesss di guariginae delle ferite del
1wt rolte nettsembits diintesventi dr o
wE'e,

3. Indicazionf

- Emiogain® si & rivetate efficace neisitrcon 1o
schve paredont alndioftre B nanepssouati s peed -
Tt g werlicale wiparicse a 3, eridenpialy
da ¢yama sadhologico.

+ Emdegain® ¢ & rlalo effcace anche nei casi
thtlfette g frecazione superics iy 7 rmn s nen
nel caso dedifedtipassanti

Protocol Versien 5.0, 29-Mar-2018

istruzlonl per Puse: Straumann® Emdogain®

+ Esndagain® ptilizzato nel difell drecesnore
hia mottrato di offrire und migdme coper tura
sadieolirn tispetlo all tecrea el fembo avan:
atogornnalmente ulizzata da sola, bupe: esiti
estidit, un geadageo ditesreln dheralimrista
e b capacits di igenerae Paitarco

- Grdogam® & lndicato per suppar Lare 13 guasig o-
e <di feaite plite naadnfismmate della gengiva
& dria mucoss ntabe dervantida incision? cilb-
rusgiche {ad a5, leraby mucepetiosted

4. Contrelndicazient
Sota base deb pauitsti deil' oo dei achi, 12

Rondicala:pazienti tan ciatu B o slatipatolegid,
iviCoanpresi, & ikl eemyhhizative ni non esau-
slive, : segaanth diahele ann ceatrollaln o sitre
patotoge s'stemihe non centrollate, distutbso
(rstiaments che cempromgtlonn B gusrigione
delle fetite, teranic sieredec ceonienn ad alte
goi, mzkliie metabolzbe cuifosso, 1adaponi
o altee ferapir anmunrogorpieve ¢ infesicn o
o roemissione valealate in prossimits del sita
rhburpicn.

5, pftetti coltaterall, Interazioni e
precauziond; compticaziont con i prodotii
Straumann

Soud. Cinic Benao dpactatoia cas anFosagen-
radi pyeniisveersd genetic rorrelatath procedu
12, i compresi, 8 tlolo aserng i FCiliva ms non
255 Lstivo, emorr agie geagivali, gmatomi, infezin-
al, ipersensibilith sela radie o deiscenaic il
13 Terita, irntanon geila mucoss Bndesnzmento,
dalare, gondote] » 1 anni simik ad afte

&, Avvartonze

Studimmunologic Suggeereena the unumee
Pmitato g parienti polseline svdlppare sensn
tazarone 2 Cregefain® it tegailoa utn riseiuto
Prestare atleanione ral palient con presipaie
riene a reariond ategiche e s guite attenizmen-
te s parierti fatbati con use ripetute aveicingle
rspetionzs pott-commercitizzar one handaate
chela petcenl

i seaziont pever se per sansii-
tirzarione & bavia. [Hrztlamento richieslo pole-
vavariare dall'assenza diintervento sechiestoalia
sorarndalslazione dlanalgesitefo anbislandagd

La sizureria e Veshoacds gl Emdagain® son sons
state stabiite in patientk setloposti a terapia
anticosgulaete. Cotitizzo di Emdagain® in que-
ski patienti deve essere atlentamente valutalo
tmdogars & destinato & essera applicato un'ce

mante intoo 2 denti | guadagno o sopparts
dentale s varifica seio a bvelio delfa superfice
1adizeiste copeila dastessutimoth o:ah riposizio-
natl Fertamto, fmdagain® feva essere utilizzatn
nehe aree i o € presenile lessoge adegusteo po)

ta coperiusa della rasice. Emdogain® deve essese
utihzzato sebs desache placca e tartien sony slali
rimosse dal site rmalate

1. Altenzione/Precautiani

» Horplitizzare se 3
dannegpiata, Per evitare possibil contaming dio-
nhincrociale, slimmare o testituire fa ronfesicas
dannaggiats ¢ il disposilive conlanuio.

- ta ginga & i digpesitive spplicatore sonc i
rolimenmuie. Mon daterlti dae ne utiinarels

cordegione sterits & aperlaa

stinga o i disposilive applicatore. Ogei sinngs

{pre-piempital deve astere utilizzate s unsolo
unpotesziste fscivo diinferon: per i patienle o
yutinzatare. Lacentamnatione del dispitive
ot casare teslosi o gravi pulalagie s pariente

» abrigevimento f grodotta deve essere conser
vito 3 uns termpetaturd compresa lia Je B C.

+ I'anatomia spezifica del sito, ta grstione chivar
pica, ta stabilizzazicar delia ferita durzme s
gusngione ¢ Ligiene orale posbohitugice oo
fatten ciitics per it suzzetso

+ 5 pnts che plegare Fago montato sulla siinga
iz provocare b sattura della sizings.

8. Nota

Stravmann® Endegain pud andereincontag se
pasATOne, Ch S UG0S A uatdol prosotto
s presenta s to fasma b gl non armagenes, P
penogenei iate audvamente )t prodatia sepstate.
& aflivignie wuatere lannga facendo o endere
geldail'altoinbassor capovalgeds et $-15ulte
fing 3 attenere I rsuliate desidarste

9, Procedirs

i, togher Endogaim® davamblente freddoan ol
¢t eanservalo tires 3 m null prma delluti:
tizra, ripartacdoin a temperatieg ambiente

2. Altaccare stlentarmente Tago diapplzaniens
faznilo

3 Utikizare Emdogain® entra ) oce, peilando
Fryertuale ge! timadto

hesockteachirurgia paredontaic convendionale
1. Aneslelizzare fa tona operatonia mud ante
anestesia di blorco e/ diinfiltrarioas Evita:

¢o diinistlare un vasocostibtore nafia papdiia

inteeadeniale o nells gengiva marginaly,

1 Frabicare nosoni atragrevicolat g se oppar
Ve, 10 o s s ceelicatidi 1 aro fing
3 ragprungere iy mucoya aleeolare, Sollevarz s
lembi 5 spessore tatale (mucoperiastel) sulte
mpul%‘m buceat & paluialiflinguali des deats
Preservate nelfembo i maggior guantitali-
vo possitite di fessute conneltive gengivalz
tdanienee la vitatith defiu cellute paredantali
idralandodiessulo myde conschunene sakna.

)]
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3, Rimeovere salo o {e4sabe 41 gravslatone
aderenle al¥osso alveolare ed eventugii di
fedil yssei d3500iat pey potas accegale Lome
plebamente slle supnficl radisctati e attensre
anrereilonte visthitita, muovere [y pirecs
subgeagiviie e it tartare, Asportace it fangn
derlinaie rimanente pulprdo wetoo mente
13 supes ficie ror appitica tiane di iapnara
MefGrt {EOTA} pet & minuti D 2000 alia o
fasfoting per 1S atransdi SASCQuAe steurtln-
mesty cast soluzigne fisiclogue s sledly Daps
P'uitimo Hstiggyuo, evitare di cantamaarg Lon
sangue oesliviis rora aperateiz

A, kpplicus immedialamenta Emdogan® sul:a
supeeficie radcotaes aipaity, pietendidal l-

L Anestelizzace fa zona uperstoria mediante
anesteya b blocee efodenfiltrazions, Dela
te di Imattzre un vasocoslitiore refia papei
intGrdenl e it nelia gengaa marginids

3. fseguice loseating s 3 lwgatesa delia super
Ficle radizedare e spos by PLGaumere pacd,
tactara, inegolarits supetficsl e se rizauto
sppoiluna. per e lpventuale proeminen 23

3. fratizase uninosicae nel SolEo 1 coispan-
denya det sito delia seeertione. fafendere oap
ortatreenle Mincisione e alle sd-agents nne
intardentztion dareriore legaer menteLoion se
wtieso 1y giungione smatle-remenlo {CE)]

4. Esepuire due ingisiors divergenti verticslh b
cosricn g tende dalle estrerntd bitessh me-

75‘5-‘ .‘iv_ql_ J =N | s indaga ‘f;“!‘*‘“ﬂ‘ﬁl)""—'ﬁr
div copstire ' tera sepedfice dellpzdie (B
rske by suturs pub verifxars i lesbowamer-
te el materlale in ercedenys)

L copertura complata deil'aes intetpras
sirnale v Fadatiamento citimale dei tesguli

Iy

reolli seno fatfori essenlali S 10 i rtiene
fieLesaatio, per Tacilitace ¥ riposhionarments
cotanie del lesantimotii 6 possibde praticaay
urdincisiors net perastio ata bare co: lemba.
tellisexse rnaturiald di suturs appopall per
chinsure sabiti ed estese. La stabrl by della
fesits & astremanmente irmportamte pac il s
Fsiler i e procedurs l sgresrazionn con
tmdogain®. SeilcoBrgamenta tiats superficic
tad Cafane & | lessutiLonnettil & guany one
siinterempe, | difetic paradandale s epite:
Jzarapidamente, porlando ad wrinsuceesso
Chnics

=

Jafreare | patentidi fae degs seiequi giot
nedcon v colulone antnelicolades Oo
rexitling 170 G1-0 24 per 1-6seiianate dope
Fintersenta S il medico o ptigne nocessio,
& paasibile soreminislrare anbliokds
7 Bltsire i paziesie 2 non pparzolare 1 2ona
oprealpey per 1 settimare £opo linteruenin
Lol successivamente spaziokae deiicats-
mentn be supeefic Guccal & dingush, exitanmn
Aepico genpvte Ls pwpa del solea genps
wale 0 mlerprossimale pud eiserz nptess dopo
& seltunann dallintervento
2. 1o sulurd pRSLORO EEEEIE Tirtalse guandn i
lernbi o i3 ragicefinter farciadel leselomolle
sann stabl, pretaimente enteo -3 settima.
1 10 fines con le cure corvensicnadi posl-in.
Lareewste, huklid parmnki devora esgen: aun
varnanle istiuib sulle idonee rdwire drigsens
erale, 53 @ vislo che [ guar gione delallacco
. theico ¢ ded'aasn slveolare continug per altre
whanno Pertanta farg stiennone @ nonJle:
farires con gueito [HETHsLo

Assoclato alla tecnlea def tambo avamato
coronalmente nel trattorente dal difett
i recessiones
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sidiztendn &l minimo i LLduman destlona api-
cotes sui dessubi marginat delia gropivaftesseti
otk ol dende sradtato, Dapo i -6 settimang
i papEntt posssn pradusiments tarnare &
spazrotare Edentiin modn cormate

Assaclate a procedure chlrurglche orall
poe migllorare Ls guaclgione di ferite dei
tessutl molfi:

. Avteciate 3 interventl chinagicl aeali pre i
glio ave [ uarigione di lanite dei tessutl matlk,
Emdogan® pud estere ubilo pet suppuite ]
guatigiong delle farite out tesisdi ool in

interventl gi chinirpia otte quali flap suzgery,

tonpsisrki efonta Lriti, insesti di 1essuto restie

sepfr o thy b deke it N o i e g e et di grRpPeTE mimrhorqere i pmoee

¢ Sgdpeaie un tembo & spessore tatale {muw

Lopetivatea) fina 2 ollrepassare fa gruprione
e togengivale.

& Reaticare o tagio atlraverso it periosteo e
cemtizimate a sollevate un fembu a vpesioce
pasziate madianic dissezions smussia, al
Trise ofi elimivate svealual Lensicni muscolan
s marging dellemba ¢ agevilare £ positiona-
mentocoronale patsiva e prive dilensicne del
learibon & Hverit diie CEH

=

taolaes datepiiehu fe supes ficie buccate def
12 papita intesdentate per creare un letto di
Tesnutn comnpttive per B shbura el fzmba
averzale in giredone conmale,

8 appicare pes 2 minutt straumana® Predtied
(FTA] suba sopes feely dadicolare esposta,
eppare detlacido Gleicg o fosfente per 1540-
roadi. Sciacauare ateuratament £ 0o sahus.a
e fisiolopica slesile Dupe Yuilimo isdacaun,
pwtatn d contarninate con sangue o sabvata
e e 2adwalate vondinunabe.

_ 9 Applicate lmmediatamente Emdopaia®

mipda 82 cogrine completameate i tups figge
1=t plare 2spostd & randannati
|0 Fare avanzast 1 fembo in gitezione coonale
1 54310 3 Teepkio el gluniung wnzilace-
menta, suluardainael letto ricevanie, vae a
dire ba papitiz da-ppitetizrats Chiudete arche
te inghsionl verica’ ton suture falesal: ERiti-
zare materialdi suliza poe chivsure stabitl ed
£stese. Dogo |3 wkur non deve essere appl-
rala slcuaa pressiear su:lemba,
|nformaie i panent dh nan spazzelate Uarea
interessala, prefeteado scacqur quotidani con

unculluteris antisebtico (ad o5 clorex’ding a¥o
0.1-0,154] poe A setimane dopo lintereenis |
pacient] devoneinodie guere ishidib ad estla-
retragione maseotare 0 altro izama aa zona
attala pet fo stesso penodo.

Lis subure devons eisste 1imnsfe nuando

=

guanpiors choica dei lembo ¢ stabile o le sy

L non aggiungone pil stab s s terita
1 Dogo i pesadn 5 guanpionn Inltiale, ai pe-

sdeativicne insepnato come spazzalaie taenb

dure Emaogain® si applics sulfinteta regione
detta ferita & sui regagint dells fenida chinepics,
paca prim deita ehiis g A dut lembe e della s
e de Bniliva, | residul di Emdoegain® possene
ipsere applic b sui margel dufls ferita dopo 2
chingsa defiritiva 1t gel Emdogain® fuariuseita
dai marginidedla fedidn pub essere rinosen selo
o pilizae necesLang

« Mok caso & pracedure di genglrectomia, qual
procedure di inne o di tessuto apile o ploe
cedute i gengivectoma garodantale che oo
Lebbero ron fichiadare sutuia, EMSopain® fud
wanene applicalo wi matgind detla fola, come
passapgia finsle delfa precedula, per factitane
13 puahgiong,

+ Reenen easere w el matedst i sukura net
anz chiusura ttabile ed estesa Dopols sulurz
nas deve etsere sppheata alowms prestiaas sul
lemba, dwitate pazicato di onnspaziolate Fa
rea mleressata, preferende schacqur quotidu s
coiv Cotlutori gnliseL i (30 vy splunone g
clorexidina athn 0,1-0.2%} per 3 wettimane dopo
Fintevento | pazienii desonn ingiize giere
sevisell di evilae tratiene museaiare & alito
trzyma adla tng traltats per lostesso pericdo

. e fulie desanoesiars simasseguandala gl
rigiane chiniva del iombo e slabde elatuturanan
sppivnnona pi stabikts aliz feata

avsoedats a materdale per innesto oises:
Hetcase di amp difetli e s oursi dedderiun so-
wiegan ped i feasulimoll, Sl aurnann® Emdogiin®
pubesseen uliiz2ato assotiale 3 maleriale perin.
riesio pihke

. Asspciala 3 matenalt per inpasto 0S5EQ,
Shraumann® Erdagain® deve etaere sggiunte
#t sostitulo vaveo pocea o gocoe mewcolando
it grodol to con uad spatola o allrd strumenti
ieopei atl miscelzglone fino a athensae una
consistena prasulota umida ¢ pastess Woncs
qer Pagpld dtione,

. Hitifebo deve psente tiempilo el medn pib com-
plete porsitale (o ld misceta ottenula Evitaze

1
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di eecedere con i malesiale diinorste Eanesto
osseo dove gssere compatialo delcatamentz
el difetto per garantine b stubil th pprcanica
{I0F LEPIRSSIONR Duilany urreccestivi pressione
¢che potrebbe frantumare le azrticelin disanasta
CESED
» Pt miglitrase (s puadg ane di fenite dei tes:
suti motti apphcere uno strato de Steaumann®
Emdagain® Lopes &) astitule & fnnelo misen
mrradiataments prima defis Chiussa detindiva
delia fesita,
. Mgt casodi Urallament] detls super fiein d G
targ patadontale, Stiaumann® Eisldopain® dove
essere apphealo sulty saperficn radico'sie prms
dell angsto nyien o deits mazelsdineslo ol
cgaiSiravimrannt fugogen® porgieanbouny
carretta coptriura della superficie rad'cotare
can Sraumann® Emdogain®

10, Fase di guarigione
Fare slferitnento atls specifehe procedute tpas
tale alla senianeg Y.

11, Utatlal informariont
Per uhterio informazioni consuitaig il sito web
SEeaumant

12, Importante

| medici che wtit pzano @ presents pradetio
suaumann {"Fodotie Sraumane’] davono es
sete in possesio deile necEiizne Lompelenze
neil'zmhito detla parndontelogis e gede stiv o

Wi si:) cun sLlizzo, af fine df garantns Pinpiegs
sleuto @ adeguato, us cunformita con e presenti
whunonigeeiuse

it pradatto Straumasnn deve essere ull ireate In
canforeita can le trusiond per Foso furnite dal
produttore £ responsabilit delmedicouthazare
4 dispasitiva ia conformits con fe precant: gtr:
sioni per Pusn, nonché valulate ve & sunnpieo
& indicatio par b singodo panienie.

# prodotto Stanrnana fa parle dun progetio gio-
bale & dave exsere ulilzzate safe in combaanong
ot brelativi remmpaneds o shuameati arginak d
ikt dalinstitut Stamann AG, dalla casa eni
dre o datutie le affifiate d consocate telly stessa
[“Blfaqnmarx-s‘j,m"mﬁw;mme‘nic‘pacnﬁ:atnpw
helalive prodattn Straumans, Uuso di prodotu
fapiricalids ter2i, sason diglsinaiti di Straemres,
1z decaders qualvat parantty o attro shthgo im-
plicito o esglcio 4 Straumaen.

1. Valldits

Al momente defa publbiicezione delie presentd
istrution per Pusa Lutle be vessiont precedents
sor superate

o imstilul SUaumane AG, 2016, Talw s ginth
sesvali
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Slesamann® /o st march: commes dai e loght &
steapmann® citati ned presente dotumanio (ono
wsatchi cartmere st o matchi commarciali rege
strati i Sfeanmany Halding AG efo s affdaie

14. Disponibiita
Aletr g Lo deBabates Sleaumann® segeneralive
non sena disporabllin tettripaest

C E e F prodoth Strsumann sono provvisll
o: marchio CE e soddistana i roquisdl
delis Direttiva tui Prodotii Medicall

a3y CEe
LOT] Mumerodsictia
J}r-‘ﬂ Limiti d- lempreatua
1 {2~ 1C/36 T -6 )
REF!  mumersdestaloge

Lisasy et

Eteazione, rosseltare la dotunienta
iene g stcompagramento

mﬁ A] storitizzato medanie tecriche ¢

processamenta et cne

® Megen rabit rrare

redatiare
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. Descripeiin del prodecio

SUEL M EANT ErBLegain® 5 Un malerat i
akibe erabsnrbi e e fayoreoe b segeneracidn
paciadonial y que petduts a ic latye de mas de
un sl Bo compone de i ploteina s de la mytn:
deeles malle ldialdl cas extraidas del esrmalie de
SFREN pECinG eMbrONAED en des arplo 4o un
portadat do algmatods propienphieat B geltiene
3 virepsicdan aducvars pars Daeilitar ks apheaitn
et ainente sobi fag superfoies rad dulates em
pugstas duranle |2 crugia perictoatal Una vl
apihcadn sahre g supe fris Gticular exrpuesia
tx protaing s sutcensanibls enuna malaz trid -

instruccliones de uso: Straumann® Emdogain®

famdogmn® utdizadoen delecias de recesion ha
demastrada que ofrece ¢ polencizide mejeras
13 olzpr b radiciias 0 komatatiin o v v
solo de o calgsjo avantade comanatmerle, un
buen resultado estétice una gananca detefido
guerabinizaca y e putencal g2 reglerves acid O
a (iacidn

- ermdegein® estd indiado como spoyo ala o

catrirzeitin de Heridas lirmpas ¥ o iafhimadas
e 1 enciay b ritess orsl coma resuitade de
ingistonas quisdeginas dnot ejemple, colgajas
muscopesitslicns).

dicu cubierls per los tepdos blndos piaies
tepuestes Par contiguante, Emdapain® debe
uitizarse ea Sress donde haya tepdn adecnado
para la coberiura rad'culas Emdoga n® seto debe
utitizarse teas hahiet ratirado fa piaca y et sano de
fa rony enfenms

1. Atendion/precaudones

« Mo do uiis o of envase vstdn gutd abivitia o
dRAsdo, Fars avelal una posible conteminacdn
cruzada, desecke odrvuala el pagquete dafade
et isposilivo adjunto

- La jetings y of dispositivo de apiicscidn son ar-

enengicaslingolublopsbrun entacss adetiads——3: Contraindicadones

para {3 mipracidn y fipacicn celulas par sdontal
seloctiva, da modo que restablece Bos Lejides de
sapor iy debd ente peetides Trasts Hpzmaciion de
I naeva s, el hnieso alveabar tamk én prede
regunerarse debido & s capacdad esteoginica de
sigamento prandontal e avrado Emdogain® o
degtadn por Tos proceses ennmaticas de wia
friracibn norrral de neridas.

Sygumana® Fredogan® s sumiisles eneefiges
eylérdes precargadas y ity para el use Tubd 8i-
pasbie en Lres tarmanas (S md, B3 mly 0k
de ged). Los diferenles Lamalios de reieno pers

ten adaptar a cantidad of Limana j 2l ndmere
de dafecias en un seld packwnle (oM Datte de
wra vesitn quitngics Cada jerings {precat pada)
£ 02 LR SOT0 E0 E0 un 3 patienie,

Pata rrgpey camodidad para piciente se oftecen

tos pagueles pass procenEenios sigaientes

. skraumann® Tradogain® Mulipacs: cembing
cigrfe 3indagas con fmacgain® falwemen e
reiena ded § 003 mibjunto con Jjenagat de
szt PrefGelt,

2. Uso previslo

[rmeagain® ssté pensan pact la aglieatidn Lapica
onr camliinacidn (o0 1A ciragly perintental paca
Tpectecer 1a egenel sCion del sopasie dentat pore
tigey prt enfermedad e lesamatisma peripdontat

Sueaurnann® Erndogaint ce puede ulilizan comn
apoyta ing prargsns de ccatizacisn d=ios tejidas
blandas come parte de proredinmiemos quivigh
cis arehes.

3, Indicaclonss

« Erndogmin® by demostrade su elieaciz en lega
(s ton bolsas pericdantales de mis de 6
suteiadas ean pendis dued veri sl enla sdio-
prafiy supenor a 3o,

. emdopain® tamb-én ha demastade sualitac
B1 casns die Sl acion de mas g6 J i pere o
en defectos campletos.

& parhir de las resuliadns det andlsis de desges,
las siguientes pobiaciongs de pruientes estdn con-
rindeadas pacientes contrastanses oanfeame
dades entie ios que se incuyen, entee oteos, Jos
sipientes disbetes nocontictads ocudgrer elra
sofprpessd sividmica no controlada, tuntomos o
tatanientos que pradan alectal alacicatrizacicn
delas Hendas, tatamienlo (encocon esteroides
a dous altas, enfesmenades melshbloss dsens,
sacha Cain L o3 Lprapia inisosLgs esora, ¢ e
civnen o deleriorovascutar e el iugar e a chiugh

8, Electos secundarios, Interacciones y
grecaucienes; complicaciones con fas
productos Straurmann

P rasas presines, it rsludioy tinicos se ha
nalificaln ¢ acaecimienta de acanteiimienion
atheersos genrales refacionados ton el pracedi-
mmigaito, inciuldas, enbie Glioy, hemortsgis gingk-
val. hermaloma. infoccadn, Inperienntxtidad radi-
cudar, prgueka denlizencia de s herda, initacton
dp i marsta fdon dolor InBmacisn] ylesiotes
irmtaees A 1as aflas

6. Adverienclas

Estudding inMUNoiagicos sUg®ren que up nlime:
10 snducido de pacienies puede senmbllirarse a
Erndugain® coma tesuitado de un s deitersde
Tenga precaucidn en pacientes con predispaticrsn
# aufrinreactiones alérgicat y reatite un estiedha
seguimiznta de los pacientos en las nue se haga
W uso reilersdo. {3 expdriencs despugs de la
cometciaitacion ha indicada quo §s tasa da e
acciones adversas de sansibdlizaclin es bajs. @
alamiente requerido 153 vatiado devde no ter
necotania singuna istervennin hasta el use de
anaigdsitos y/o anthilsiaminicos L2 seguridad y
Fa efizacia ge Emiogain® na s han establudido
=N patigntes sometidos 3 rmarmiento con ant
coagatantey Fuludie selemidamenti estos packen
Les antes de uifizae Bmgogan®, Emeogsin® eitd
peasadn dnicamenle pualaapiitacida ahiadego
e ke diendes. Ly chteneidn de oo dental v
grogute Gnicamenle @ nivel de 1 stperficse 13-

o Fiegrda-ehe un solor e Morvaely e steritrarTs
restilice 2 jeringa o et thspositive de aplicaciia
Cada jarevga (precargadal es paray eluso enun
selo pacionte. La reutibraciyn de dispasitieos
e urosoko usa eatrafa un riesgo potencialde
infecciores de! pacignte o el usuane. £ 5 contani-
nncien del dispasilive sisds prevodar lesiones
oenfermadades graves 3 pacienle

+ [ producto debe giracesarse 5 18 Ciras su
eniregs

. La snatanys cspecifica el oo, ol i alamenio
qeiargico, 1 estabizadiss dids heosa dusante
2 cieatrizacson y I higiene orst despuds dela
citugh son factones citiens paa el excla

+ Tenga encuentague e Howon de s canulycuan:
do esif mantada on Ia jed-rps puede provocar
12 doture de fa misma

8. Nofa

Pugtte produ 150 A separstion g Staumana®
EmaogHn® La sepacacan de St urann®
Errdogam® 2 ctentifica came un el no homao-
penen ba bemnpgentizacidn et enabenat separada
pisede lograsse sacudiendo ¢ get desde [z patte
superineastaly parteinferior de o jesinga, girsn
dola jeringay regntigndo el procedimiznto e der
aauince veces hastz gue se produid anuevemente
fa hamogenelipcon

9, Procedimiento

1. Retite Emdogain® de 1 cadsermacse en filio
aprow 30 MinULos antes dei uso y deje que
afcarce le lemperatuta ambente

1 Conecte can andada fa cinuia de aphracion
suministrzda

1 Ui Fradogain® en un platode hetas y
deeechn ef gricesiznie.

En combinaton con ciugla pesiodeatal

conveaeion2|

Y. Acedesie la zona elegida pars 1 crughy e
deante anestes'a en Giogue y/o infdbtatan
Ente lz Frpecadn (onun vasOLonstAicios on
i papsts inleedenlat o fs entit maigiral,
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3 Ffectes incstones nlrcievicudeies, A ronl-
nuaCion, s e Considera adecusdn, reslice wna
o detinisones verticales de liveracidn exten-
riAndase ha |3 macosa pveedar Livente ool
[3j0s du espesor ceinptelo [mucopesidsticos
g tas wsperfices wasales y pafatalesfinguates
de lag dlentes, Preservi ol rayot tejida conjun-
tiwa gingival e of cotgajo paide Mlantengs
ta vizbsiidad ¢ |as céhgas pruodoniales me-
ande 1 higeateion de log bejisen blandoy cas
yetuion sahna.

Estryiga tolo ab Lefne de geanulacdn adher o
ab bk aleentas y Lisiagulincs defedouisess

I80C13005 GUE 53N Necesar Uy pars ol
pleaz zeeesa y visabiidad a lis supesficien ra-

. Las suturas pueden reliracse cuandt 1oy ot
gajus y b interfar ralzfigjido blandy seen ¢35+
1zhies, normaimente a1 cxbode 243 semanas
tgual que en b alencidn posopiralcsizconven:
cianal hay que reinslui a totos los pacientes
enmadidas ée higieae bucal adecoadas siemn-
pte Gue sea necesarin. Sehs detnibslrada que
la cicatrspacian e 1 Myacion clima y £ bogte
alventar se prolonga duranie mis de s aio,
o Hay que tener cuidado de no interfen con
asle procesn

Juntamente con colgajo coronal avanzade
para ef tratamiento de defectos tipo
recesion:

a3 una sulta estable exiensd Medelwe apt
cersg presion ens elcolgsjo detpads de dasutura

. Hay que advertic al pacionte de Gue no se cepr
tle griel dren, 00 que S EnjuIguE & ke ron
un enjuages bucat antiséalite Ip. ef, solucida
de clarhexicing al 0,1-0,2%} hasta 3 sernanat
despues de1a Crogia. TambLnnay que adwvertic
1ps pacientes gk que evilen B Lragcion mus-
cular uptros trawmnalisemos en el dres Aratzds
durante g mlimo pededo de dempe.

CLas wrias §e retizan ruangs [ elabrizaadn
citnira dei colgaio es estable y fas tuluras ya
A Apae tan estabitidad & (a bedda.

15, Tras el paricda de crattizacion inicial, se ex:

plica a dns pacientes yna 14enica de drnpiesz

=

Eeabzons Ehvmisyzia placa g olearrote bgicgiva

les. Retireda capa de baseilo restante con uns
lenpiesas wprrhos tiplds can Straumann®
PrelGer (EOTA durinte T minutat ooon dod
cittieo o $tido fosforien durante 13 segundos

fajuagae bencon selican sxling estacd fvte
11 tontaminacidn det deaspuingiea consalivi
ussngre despuds del enjusgue final.

A bgtique inmedintamente Emdopain® er fiy

seprificivs 1adicutares expustas, camen:
zusico pt el nivet dheo mds apeal, Agbkgue
Findopak® hasta cubiir totalmente s sapet
ficies radiculies expurstas {Deleria praducit-
i ur deshardanyants el matesial wbrante
dutiaate i sutura)

4 Es piencial reaban uis coberlurd compatd

Be fa rory intorprovmal y una adaplacidn
aptmz de 10 tefidos oiandas §7se ennsidera
wproefriadn pusde utiizarse wnad fenestiacidn
perbdstion e da bate del colgajo pars facil:bas
{3 reposicidn coronana de los tejidos niandos
£y prefenible utilizar materales G sutu ade-
citados para una sututa ostable extensa La
eolatd dad de 13 hetida es fundamantal para
el it die un procedimiente d2 regine-
racon con Emdogam® Stlauntin enbiaTa su
parfiie tad coda v tay it conaclives de
¢ aatrianion wompe, et delect o petiodantal
sara (uiments epiteliaizats, to cuel tendid
camn 1esu tando un Tracaso (irico

& Hay que adveetic 2 bos pacientes ducoe pren:

JEERIERES R NVHE SR S Lucatanhisép-
ticg [pp e} vohicbnde tlarkaxidina al 01:0 %)
Fasta 3-6 semanas dospuds de 3 crugia, A
crtero det médwo Lmivds poeden ulilirares
ankiiéniens 510 contdesa apropiada

T Hay que adveatie 8 paciente de que o sece

pille el frea donde se b veshizadols <iogis
hasts 3 sermanas detpuds de ly interutacion
Enfonees soto se recamucnda un cepiliade
stzava sobire s seperfies bucates y linguee
#ezando ¢l métada de barridn Mo debe
reslisnrse uns Lenpissis dontal et proxdmal

L)

- stlear hasda G rermanas despods delain
1ervention
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B AR -2 Bl (42 5 184 il an~
disnte nAIFOAR Y, e cala recesarin aneste:
«iaon blogue. Evsle 13 inyeccitn de snesl6s(co
sacal cna e vasceenstricto: pa fas pagdain:
teecdenlales o b3 encis marginal.

7. Manlfgue y estate B saperfoe tdicaarex
piteska par rekinarla place, pésarrs, tas frregus
fanciades de ba superRc 2 tediadar y 6 secone

sdara sdrcuade,

pitr it In pros nencs
3. Fiectds uns incisién switulae et lugar dela
recenidn. Eatlenda b -novéa ko izontatimente
hatis 12 zoaw inferdrata: adyacsale e sentido
ligeramente corerat a la CE1
4. Efeclue dos ingyiones dishbadgrin vertica ey
civerpenies en los Angutos dedalneamesialy
givtal conecLadas con ba Incssdon horzentst
Lewamie utt o g de espesur cormpleta fru-
copeEastirnihasta superatla UNiGN MU Ggin:
glvat
Reatice un corfe a teaves del perieatio y enath
rire bevaniando un totgajo de espeser paccial
ariealante una d srcctn 1o, T ahjether s

w»

G.

&

shiminas cuatguier s muscalan oo los
mirgenes det colgain ¥ permitin una coloca-
cion coten 3l pasked y sin Lensiones ded colgaje
2 nvel e ta LE)

7 Desepitebalice fa cara buca) ge ket papdasin
tercdentaled ¢ fin ge coedd un fiehe e wfide
conjuntivo para suturar ol colgajo avarzade
COFORY MEnLe

% Arondicone Ia woperfice ragioular expusy

13 con Siraumann® FefCer® (FDTA) durante

7 esnrd o m o deldo citrea o Seido fodonios

durante 1§ segunras, Enjuague hizn con sat-

citn saina asténl Luite la cemaminacon de
ta supar B rasieula cond-cionatda con silivd
usangea despuds del enjusgue finat

aplugue semedistansenle Emdagan® pars

cobir totalmente s sipes heie radicular ex

puesta y ocondidonada

10, Cubosgus & colgus cograbmente y 1i;
val da s CL1 sitneando =l calgajo oo vilecho

wl

o af ni-

recepton, es deci, 15 papiles deses shelialize-
das Ciene lambigndas ingniares verlicaies gon
suturad lalerstes Wtlice aatenates de suturd

btk et PR b eiabing dithgibe
apicatmente sobie ol marges gingivaifios te:
jirdos Biandos del diente tralado. Al caba 42
% o £ semanas, los pacigntes prieden telomar
gradualments sus medidas rormates parla
lempiean d los aientes

Junto can procedimientos gulrdrpicos
orales para mejorar 13 cleatrizaclon de lox
tejidos blandos;

. surle can procedirdentos guitisgicos aoais
pava stejorar facicabrizacidn da ol Lefidas L
dos. Emdogain® se pusde utilizal comg apoya
3 fa cicalrizacion de herday quinirgleas en 105
tejitias blandes coma parte de los pracedimeen:
\os guitLepicos rates Babiloates, Loz 3 thug
e calgajo, loy ratamentss con muprantes, los
pm[edxmicn!nf,dei:t\jcwInf,ﬁrtcji(imblmm;sy
{us proced-rantas de gingivectomia, Br estos
progedunientos Dmgogale® 4 apicd en tudiie
rona g 1x harica y los matgenes de a hetigs
quiniegica anfesdel cene det cogiajo y B sutuea
e tinibiva, Loy 1estay de Emgopain® se peden
utilizas para se apicacibe enlos mrgenesdefa
fetida bas tugiere B frodoge'n® que tebow
(e o vl genes de £ heeid s sy puede smtisar §i
S0 CONS'Cera necesaria

En exto de peacodiminnios de gingvectenta,
rorea sen foy procedietenlos de injesto tsular
o log profe demientos 4o gangrvertortia petio-
dontal que prte gue no Dguenan LR
gmdogain® sx puede JpHial en tos rtdrgeres
de I3 hendz para Facliler Ty ercatrizeeidn dé i3
herigs camy ullima pato def procedimamits
Cebon uthzasse maleiisles de sl pare uns
suburd pelable exlensd, Na debe dplicarse pre-

sion e of colpapo después de L solura Hay que
sdvestiral prciente de que no se cepille 12 2063,
ying ue s enjusgos d diario (o0 ok enpsgLe
bepc sl antisiptica {p ¢ solucidn da dorhaxidi
n3 81 00, 2%} haste 3 semanat despuds de
cirugia. Tarmibite hay que adverts 4 Ipy piszienles
die que eviten 1z Uraccida rousctar u obos -
mtisinos g e dres bralagy derante ¢ miaes
garado de teanpo.

1%
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< las sulutds se fatiran cuanda B CCatrizaton
ciinbe s det calgnio e4 establey fas Liturss ya no
aparian ostabilidad a {5 hedds,

Junto con material de {njerto dsee:

tn cavo da defpctos vxientos o cuando se der
sng soporte de bas Lejides biandos, Sleaymana®
Ertogain® se pusde lilizar junta con ua matenal
dr injerle dine

. Cugrdo o combing con matenales di injerto
Gyew, Staymann® Emdogain® sz dhade gl a
gota al sustiuto dsep y ef producte resultante
e e ron una espituls u oter instemealn
adecuady para ki mexcts haita gue s¢ vuelve

..... paslonsyde Losti g e 5 o R ateia

prurya ameds, momenio et que e aderiads

pata la aghcat Hn
. Bl defeclo debie relenari e comipigtamente con
ta miercla resutlante fiehe evitae unaumen
Lo axcesive El injetin dsen debe compatiaige
ligecamente gn el defeclo pars patantizer la
eslshhdad mecinica frente a & compresion
Dt evilarse ung (EsiGn #rcesive Que fatht:
ra graveda el aptastamoents de lay particutas
ded injerto deea
Py mejord fa ceatpzacidn de ts beriga en el
wjirin blanda, se aphea ura capa de Sleaumany®
Endoga 1% oa I3 parte supedon del sustiuto ce

injeeta G1en inmegigtarnes le anles dedz suhirs
detinilive dela nenida,

. tn cate do bratamientes te fa superficie rads-
ruli pesinduntad Shiamann® Emdopan® debe
apticarse soheela superfice radicutac antesdaty
aplicacitn definjerin buraelimeicta deinjarto
See/Strawmann® Erndogain® pars grantiaa
ura cabartura adecuads de b superficie rade
cutat Lot Stestmant® Predapain®

10. Fase de clratrizacién
Cansults Iy parte cancreia did prorediorentis en
B ecean ¥

11, informackan adidonal
Consilte 2l silic wel de Sleaumann para abenes
oz macidn agfcionat

12. Adveriencia

| a8 radicos deben fanar conacimicatos da perit:
dangiz y experiencia en el maneja del praducto
Shigumans aqwfducma{'Pmductusuauwanu‘)
pata podes heceruso dal Peadurto Strumann de
foema segura y advcu ads de conformidad con s
bas insbrucriones d¢ wso.

EL pecducto Straumann debe utilizazse segiir o
Gescrile po tas instruccianes de uso fadfitadas
pes i fabricante, Es respansabilidad deteeddica
wtilizar el dispositive de scverdo 3 estasmstiue
riteters die uso y decitir i se ajusta s 1s sitaacitn

particular gel pagients,
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£ Praciucle Straumann for parlg deunconap:
10 gtobaly debe ser utlhzada vaicamente con log
Tompaienies insfrumenlos originales cartes.
paadientes saministridas par lastitiet Sraurmana
A0, su toriedadd matrlz y Lofas fas filiales o su-
cursalos deba mem s addante ' Mesumsnn'l,
aben qut so indigue lo contrario par et Producto
S aiarann 12 pecliva. S S aUMann no rerenien
da et uip de preduclos falicadon por teweras,
@ene Lo aaulard 1nda garantia Lotra obligacion,
paplicils o smpliciia, de Straumann,

13, Valider
14 preshit o acins de eadas inthrudiones e g supre-
nela anulacidn co totas sus varsiones antenties

o nstitud Stasmenn AG. 20H, Todnsioseeshios
reselvadas

Liraumann® yfu eteas marcas y logolipos de
Strpuimann® agui mendonadoy son matas L
mercales o matcas registragas de $raumann
Hulding AG y/a sus tilales

14, Dlsponibtlidad
spunns ariicutod delacariend Shaquriann® Repe-
neratve nocstin disanibies enioooy s paises

> 1§

C € s LoV Droguctes Shasmann conlama-
¢3 U2 cumplen los requisitos de I3
Disectiva relativs & pracduglo s sanika
rios 9342 CEE,

=
&l
ot

Codige de tole

3 binntaciongs ge tamperalurs
[F°CaB*L}

K

Narmero del catilnge

fecha de cagucidad

Precoucidn, contulte los datumentol
adjuntos

F}j@fﬁj Esterilizadn mediaste tecnicas de
procesamicnto sbpticas

® S rentifizad

Fabrcanle
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1. Destrigao do produte
O Slranmann® fndogain® & wem matedatimpianti-
o0l feahsnvived GU% promave 3 regerstin 3o perio:
dontal gue aconlece aglongn ¢E mais de um 300,
¢ constitaido por proteinas hidrafogas 4y matuy
da sersite extraldas do rimalle embrionitlo e
desenvolamente de ongem suina nunta Dase de
zigirato de prepdancglical O gel dpaeseota wma
viscasidane adequida pats facitivar ¢ apieagdodi-
egiarente ARG supesTwies s tag eapostas duran.
L 3 giruegis persdontal Depois deaplicada sobre
wma sypeeficle de1aiz exposta @ prsdptia proteing
Aplupa-se numa eriabtin i endional insoluved e
PO - Y118 L DR U 2 Amigiacioe Bexgdo
sutective de calulas pedodontais, restatelotendo
4 tecidas perdntoy de suporte do deate. Apds &
formacdn de uma novs fixacko. e asso abeoba
pode tarmbem ser regenes ado duaide & capac dage
autpagénca o ligamento pariofonal resliuraca.
[ Emdngiin® gecompdeseabiavis dos pioressds
enzimations aptmas oe cealrzagde ga Teride.

QO straumann® Emdogain® spresente-seemsena-
pas peé-theiss estéreis @ preelas ausar, siando
despenavel aen brits tarmaniios (015 ml Q3w 67w
de gk % diferentes tamanhss g eacaimenta
prrmidern s 203l o e gerantidade xo Lamar
nho e numes de defeitos de um drica deente,
rome paste de s sessdo cirdegies Cadasering
fneichela) desting-se 2 uma unlor utissgianam
- doeate,

Bara carmodidads da diente, patha dagonivei as

seguintes embalagens pars procedmentos:

« ermbalagern eudlkpte g Hagumann® Frndugain®
combEnagie de ¥ seringas de kmdogain® {rom
wm votume de gachimento de 03mbou U7 mik
juataments cam 3 seringas de Stragmana®
PrafGet®.

1. Indlcagdes de utilizagho

U Emdogain® desting se 3 aphcagso LOopiea e
Cejung & Coeny LITLsg & perineanlal (e piopod-
cHaNAT B (EREnCagie da apeia s drole geudidn
POT HBENGE 0U LM A perisdonlal

O Siraumann® Emdopakn® pode ser usada parz
prarmayEs 0s processos ge coalrtagiodos tecioss
males om procedimantos Onrgicol orals.

1. indicagdes

. 3 Emdogain® tera demonslrado ser eheaz em
lacais com bolsas pHicdontals com mais de
B o s saeinbion s perda Guiea v beabyupgrior
3 I, em raghagrafia.

+ QTowdegain® tem ainda demantizada serelics:
em erenlvimentot do bilueesgHes que excedam
08 2 mas 630 em deleiles totais,
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Instrucdes de utilizagdo: Straumann® Emdogaln®

. 0 Bndogain® asado em deleitos de rotessio
1em demonstrado um petancia para melhara
s fosertuta 03 Cal2, dqusnin compiradn com 3
wilizag o de ymadnica ata corpralmenta avan:
¢ida, além da ter bong resitades esteticos, de
aursentar o becido quenatiol pado, ¢ de demons-
trat potancial pare a egeneracio da vaiao

O [midoga n® & indicada pats promoves 3 Cics-

Uizegio de feridas Fanpas & ndo Inflamadas da
penglva ¢ mucosa otak sesaitanies de incades
rirdrgicas {por ex. abas do il zogetidslen)

4. Cantra-indicagbes

ser ot ado om reas onde erista tetido adequade
patx 5 cobeeturd d3 iz, O Emanpain® deve tey
usafie speads e ddernoghe ds e bacleian)
& tirtaro do Incal doents

7. Culdades/Precaugdes

. M vlilize so 3 embalagem estéed se apresentar
abetty sy danificads, ety impedic 3 possheal
com arminagde cuzada, ekndne pu develes &
ermbatagern ganificada e o dipestie intlase.

L hoseniaga e v dispositivo de apiicagdo desli-
nam-se @ uma orira ulilizagic. Nio teestenti-
e nem reetiflze & seringd nem o Jispositivo de

SR e P YW YL e S T R LR e 43t Garlasetings dpré-thelnt desting s

sUiaghodeste produto estd contra indicads ray
seguintss populagtes de padientes: patieales tom
doancsy GU quades diakes que dncudns, endre
aulros, o5 seguintes: diabetes no tonbrofads
& outias doengas sistamicas nio tontniadas,
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Appendix 3 — Instructions For Use IFU 700096 - Pref-Gel®

7000954
PO1A13

f straumann

Gebrauchsanweisung: Straumann® PrefGel 0,6 ml
Instructions for use: Siraumann® PrefGel 0.6 ml
Mode d’emploi : Straumann® PrefGel 0,6 ml
Istruzioni per F'uso: Straumann® PrefGel 0,6 m|
Instrucciones de use: Straumann® PrefGel 0,6 mi
Instrucdes de utilizaggo: Straumann® PrefGel 0,6 ml
Bruksanvisning: Straumann® PrefGel 0,6 mi
Gebruiksaanwijzing: Straumann® PrefGel 0,6 ml
Brugsanvisning: Straumann® PrefGel 0,6 ml

WucTtpyrunu no NpUMeHeHKIO. Stravmann® PrefGel 0,6 mn

Hersteller / Manufacturer / Fabricant / Praduttore / Fabricante / Fabricante / Fabricante /

Tillvertkare / Producent / Marctosutens
d Instites Straumann AG, CH-4002 Basel /Switzerdand, www. Stravmann.com
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Caution: U.S. Federal law restricts this device fo sale by or on the order of a dental professional.

1. Product Description

Srumant® PrefGel Is a reutral EDTA formulation infendled for foploal application onto exposed roof surfaces
during periodontal surgery In order fo remove the smeardayer. Mechanical debridement of o root surface
Inevitably produces o smeariayer, which In turn may prevent of refard perlodontal healing. Exposure of
colagen FlEers may be important for linking fibrin In Trte blood clot to the oot surface. Clinical studies with
PrefCel® have demonstiated the abiliy to remove the smeariayer and 1o expose the collagenous mairix
of dentin surfaces.

The package conkalns 5 syringes Sraumant® PrefGel 0.6 ml edefate disodium [EDTA] 2 H,O 24% neutral
in carboxymethyl ceflulose (CMC] gel and 5 application needles.

2. Intended use
Shaumann® PrefGel 1s Intended for topical applicatien onto exposad roof surfaces during pericdontal
surgery in order o remove the smear layar.

3. Indications

= PrefGel® has been shown to effectively remove the smeariayer. PrefGel® has also been shawn to
produce a fibillar collagenous meshwork on the exposed and conditioned ract surface by selective
remaval of mineral.

4. Contraindications
No contraindications are currently identified for tis medical product.

5. Side effects, interactions and precautions; complications with Straumann products
PrefCel® does not Induce any defectable necrosis in he surrounding perlodontal tissues.

— PrefCel® has been well tolerated in clinical studles.

Reversible and short duration procedure-elated dentin hypersensitivity may occastonally oceur,

6. Warnings
No warnings are currently Identified for this medical product.

7. Coution/Precautions

— Do not use If sterlle package Is opened or damaged.

— To prevent possible cross contamination discard or retum damaged package and the enclosed device,

— Syringe and application device are single use ltems. Do not resterllize o reuse. Rewse of singleuse
devices crectes a potenial risk of patient or user infection. Contarnlnation of the device may lead to
Injury or serlous liness of the patlent.

— Each prefiled syringe Is intended for use In one patlent only.

— Straumann® PrefGel must be stored ot 2-8 oC / 36—46 °F upon recelpt.

— Be aware that bending the needle may cause breckage.

8. Procedure

1. Pemove PrelGel® from cold storage approx. 3G minutes before use and dllow It fo assume amblent
temperature.
Remove the plastic top of the syringe.
Carefully atiach the supplied application needle.

- Alter application, disoord any residudl gel, the syringe and needle per lecal protocal,

Pl i
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Periodontal surgery:
1. Following reflection of mucoperiosteal flaps in he area selected for parlodonial surgery, the exposad
oot surfaces are mechemically debrided In order to remove any remaining plaque and/or calculus.

2. Prefel® is then toplcally applied onfo the expased and debrided oot surfaces for 2 minutes. Only
apply PrefGel® onfo those parts of the reot surtaces which willl be covered by soft tissues once flaps
are replaced and sutured. Active rubbing |«burnishing» is not recormmended.

3, After conditioning, the raot surfaces must be rinsed thoroughly with sterile saline.

4 Care should be taken to avoid re-contamination of the condilioned reot surfaces after the final rinse and
priof to freatment with regenerciiva foplcal products {e.g. Straumenn® Emdogain}.

Q. Further Information
Plecise refer to the Straurmann webslte for addifional infermation,

10. Please Note

Practitioners must have knowledge of periedontology and insiruction in the handling of the Straumann
product described herein (“Straumann Product’) for using the Siraumann Product sately and properly in
accordance with these instructions for use.

The Straumann Product must be used in accordance with the Instructions for use providex! by the manufac-
furer. It 15 the practitioner’s responsibility fo use the device in accordance with these Instructions for use and
to determine If the device Is suttable for the Individual patient situation.

The Straumann Product Is part of an overall concept and must be used only in conjunction with the cor-
responding orlginal components and instruments disributed by Institut Stravmann AG, s ultimate parent
company and all affiliates or subsidiaries of such parent company [*Straumann"). Use of preducts made by
third parfies, which are riot distributed by Straumann, wil vold any warranty or other obligation, express
ar Implied, of Straumann.

11. Validity

Upon publication of these instructions for use, all previous versions are superseded.

@ Institut Straumann AG, 2012, All rights reserved.
Straumann® and/or oher fradsmerks and logos from Straumann® mentioned hetein are the tradernarks or
reglstered rademarks of Strcumann Helding AG and/or its affiliates.

12, Availability

Some llems of the Straumann® regenerative portfolio are not avallable in all countries.
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CEo

LOT
REF

bl)(]

STERILE

2

Rx only

E

StraurnannProdukte mit dem CEZeichen erfiillen die Anforderungen der Medizin-
gerdleRichtlinie 93/42 EWG /

Straumann Products with the CE mark fulfil the recjuirements of the Medical Devices
Directive 93/42 EEC /

les prodults Straurann portant la marque CE sont conformes & la Directive

03/42 EEC relative au matériel médical / _
| prodoffi Straumann prowistl di marchio CE soddisfano 1 requisiti della Direftiva sui
Prodotti Medicali 93/42 CEE /

los preductos Straumann con el simbolo CE cumplen los requisitos de la directiva
sobre producios médicos 93/42 CEE /

Chargennummer / Batch code / Numéro de lot / Numero di lofto / Cedigo de lote

Temperaturbaschréinkung (2 °C-8 °C /36 °F-46 °F)
Temperaiture limittion (2 °C-8°C / 36 °F46°F
Limite de température (2 °C-8 °C/ 36 °F-46 °F|
Temperaiure limite (2 °C-8°C/ 36 °F-46°F)
limifacién de temperatura |2 °C-8 °C/ 36 °F46°F|

Katalognummer / Catalogue number / Référence du catalogue / Numero di
cataloge / Nimero de catdlogo

Varfallsdatum / Use by date / Date limite dwutilisation / Usare entio / Fecha de
caducidad

Vorsicht, Begleitdokumente beuchten / Caution, consult accompanying
documents / Attention, lire les documents joints / Attenzione, consuliare i docurmenti
dt accompagnamento / Atencién, consultar ka decumeniacién adjunta

Sterilisiert anhand asepfischer Techniken / Sterilized using asepfic processing
technicques / Stérilisé en utilisant des techniques aseplisées / Sterilizzato vfilizzando
tecniche aseftiche / Esterilizado mediante técnicas de procesado aséplicas

Nicht wiedervenwenden / Do not reuse / Ne pas réutiliser / Non riufilizzare / No
reutilizable

Caution: U.S. Federal law restricts this device to sale by or on the order of a denfal
professional.

Herstelier / Manufaciurer / Fabricant / Produtiore / Fabricante
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Appendix 3 — Treatment Workflow
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Appendix 4 — Visual Analog Scale (VAS)
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Appendix 5 — Declaration of Helsinki

Adopted by the 18th WMA General Assembly, Helsinki, Finland, June 1964
and amended by the:

29th WMA General Assembly, Tokyo, Japan, October 1975

35th WMA General Assembly, Venice, Italy, October 1983

41st WMA General Assembly, Hong Kong, September 1989
48th WMA General Assembly, Somerset West, Republic of South Africa, October 1996

52nd WMA General Assembly, Edinburgh, Scotland, October 2000
53rd WMA General Assembly, Washington DC, USA, October 2002 (Note of Clarification
added)
55th WMA General Assembly, Tokyo, Japan, October 2004 (Note of Clarification added})
59th WMA General Assembly, Seoul, Republic of Korea, October 2003
64th WMA General Assembly, Fortaleza, Brazil, October 2013

Preamble

1. The World Medical Association (WMA) has developed the Declaration of Helsinki as a
statement of ethical principles for medical research involving human subjects, including
research on identifiable human material and data.

The Declaration is intended to be read as a whole and each of its constituent paragraphs shouid
be applied with consideration of all other relevant paragraphs.

2. Consistent with the mandate of the WMA, the Declaration is addressed primarily to
physicians. The WMA encourages others who are involved in medical research involving human
subjects to adopt these principles.

General Principles

3. The Declaration of Geneva of the WMA binds the physician with the words, “The health of my
patient will be my first consideration,” and the International Code of Medical Ethics declares
that, “A physician shall act in the patient's best interest when providing medical care.”

4. Itis the duty of the physician to promote and safeguard the health, well-being and rights of
patients, including those who are involved in medical research. The physician's knowledge and
conscience are dedicated to the fulfilment of this duty.

5. Medical progress is based on research that ultimately must include studies involving human
subjects.

6. The primary purpose of medical research involving human subjects is to understand the
causes, development and effects of diseases and improve preventive, diagnostic and
therapeutic interventions (methods, procedures and treatments). Even the best proven
interventions must be evaluated continually through research for their safety, effectiveness,
efficiency, accessibility and quality.

7. Medical research is subject to ethical standards that promote and ensure respect for all
human subjects and protect their health and rights.
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8. While the primary purpose of medical research is to generate new knowledge, this goal can
never take precedence over the rights and interests of individual research subjects.

9. It is the duty of physicians who are involved in medical research to protect the life, health,
dignity, integrity, right to self-determination, privacy, and confidentiality of personal information
of research subjects. The responsibility for the protection of research subjects must always rest
with the physician or other health care professionals and never with the research subjects, even
though they have given consent.

10. Physicians must consider the ethical, legal and regulatory norms and standards for research
involving human subjects in their own countries as well as applicable international norms and
standards. No national or international ethical, legal or regulatory requirement should reduce or
eliminate any of the protections for research subjects set forth in this Declaration.

11. Medical research should be conducted in a manner that minimizes possible harm to the
environment.

12. Medical research involving human subjects must be conducted only by individuals with the
appropriate ethics and scientific education, training and qualifications. Research on patients or
healthy volunteers requires the supervision of a competent and appropriately gualified physician
or other health care professional.

13. Groups that are underrepresented in medical research should be provided appropriate
access to participation in research.

14. Physicians who combine medical research with medical care should involve their patients in
research only to the extent that this is justified by its potential preventive, diagnostic or
therapeutic vaiue and if the physician has good reason to believe that participation in the
research study will not adversely affect the health of the patients who serve as research
subjects.

15. Appropriate compensation and treatment for subjects who are harmed as a result of
participating in research must be ensured.

Risks. Burdens and Benefits

16. In medical practice and in medical research, most interventions involve risks and burdens.

Medical research involving human subjects may only be conducted if the importance of the
objective outweighs the risks and burdens to the research subjects.

17. All medical research involving human subjects must be preceded by careful assessment of
predictable risks and burdens to the individuals and groups involved in the research in
compatrison with foreseeable benefits to them and to other individuals or groups affected by the
condition under investigation.

Measures to minimize the risks must be implemented. The risks must be continuously
monitored, assessed and documented by the researcher.

18, Physicians may not be involved in a research study involving human subjects unless they
are confident that the risks have been adequately assessed and can be satisfactorily managed.
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When the risks are found to outweigh the potential benefits or when there is conclusive proof of
definitive outcomes, physicians must assess whether to continue, modify or immediately stop
the study.

Vuinerabie Groups and Individuals

19. Some groups and individuals are particularly vulnerable and may have an increased
likelihood of being wronged or of incurring additional harm.

All vulnerable groups and individuals should receive specifically considered protection.
20. Medical research with a vulnerable group is only justified if the research is responsive to the
health needs or pricrities of this group and the research cannot be carried out in a non-

vulnerable group. In addition, this group shotild stand to benefit from the knowledge, practices
or interventions that resuit from the research.

Scientific Requirements and Research Protocols

21. Medical research involving human subjects must conform to generally accepted scientific
principles, be based on a thorough knowledge of the scientific literature, other relevant sources
of information, and adequate laboratory and, as appropriate, animal experimentation. The
welfare of animals used for research must be respected.

22. The design and performance of each research study involving human subjects must be
clearly described and justified in a research protocol.

The protocol should contain a statement of the ethical considerations involved and should
indicate how the principles in this Declaration have been addressed. The protocol should
include information regarding funding, sponsors, institutional affiliations, potential conflicts of
interest, incentives for subjects and information regarding provisions for treating and/or
compensating subjects who are harmed as a consequence of participation in the research
study.

In clinical trials, the protocol must also describe appropriate arrangements for post-trial
provisions.

Research Ethics Committees

23. The research protocol must be submitted for consideration, comment, guidance and
approval to the concerned research ethics commitiee before the study begins. This committee
must be transparent in its functioning, must be independent of the researcher, the sponsor and
any other undue influence and must be duly qualified. It must take into consideration the laws
and regulations of the country or countries in which the research is to be performed as well as
applicable international norms and standards but these must not be allowed to reduce or
eliminate any of the protections for research subjects set forth in this Declaration.

The committee must have the right to monitor ongoing studies. The researcher must provide
monitoring information to the committee, especially information about any serious adverse
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events. No amendment to the protocol may be made without consideration and approval by the
committee. After the end of the study, the researchers must submit a final report to the
committee containing a summary of the study’s findings and conclusions.

Privacy and Confidentiality

24. Every precaution must be taken to protect the privacy of research subjects and the
confidentiality of their personal information.

Informed Consent

25. Participation by individuals capable of giving informed consent as subjects in medical
research must be voluntary. Although it may be appropriate to consult family members or
community leaders, no individual capable of giving informed consent may be enrolled in a
research study unless he or she freely agrees.

26. In medical research involving human subjects capable of giving informed consent, each
potential subject must be adequately informed of the aims, methods, sources of funding, any
possible conflicts of interest, institutional affiliations of the researcher, the anticipated benefits
and potential risks of the study and the discomfort it may entail, post-study provisions and any
other relevant aspects of the study. The potential subject must be informed of the right to refuse
to participate in the study or to withdraw consent to participate at any time without reprisal.
Special attention should be given to the specific information needs of individual potential
subiects as well as to the methods used to deliver the information.

After ensuring that the potential subject has understood the information, the physician or
another appropriately qualified individual must then seek the potential subiect’s freely-given
informed consent, preferably in writing. If the consent cannot be expressed in writing, the non-
written consent must be formally documented and withessed.

All medical research subjects should be given the opticn of being informed about the general
outcome and results of the study.

27. When seeking informed consent for participation in a research study the physician must be
particularly cautious if the potential subject is in a dependent relationship with the physician or
may consent under duress. In such situations the informed consent must be sought by an
appropriately qualified individual who is completely independent of this relationship.

28. For a potential research subject who is incapable of giving informed consent, the physician
must seek informed consent from the legally authorized representative. These individuals must
not be included in a research study that has no likelihood of benefit for them unless it is
intended to promote the health of the group represented by the potential subject, the research
cannot instead be performed with persons capable of providing informed consent, and the
research entails only minimal risk and minimal burden.

29. When a potential research subject who is deemed incapable of giving informed consent is
able to give assent to decisions about participation in research, the physician must seek that
assent in addition to the consent of the legally authorized representative. The potential subject’s
dissent should be respected. '
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30. Research involving subjects who are physically or mentally incapable of giving consent, for
example, unconscious patients, may be done only if the physical or mental condition that
prevents giving informed consent is a necessary characteristic of the research group. In such
circumstances the physician must seek informed consent from the legally authorized
representative. If no such representative is available and if the research cannot be delayed, the
study may proceed without informed consent provided that the specific reasons for involving
subjects with a condition that renders them unable to give informed consent have been stated in
the research protocol and the study has been approved by a research ethics committee.
Consent fo remain in the research must be obtained as soon as possible from the subject or a
legally authorized representative.

31. The physician must fully inform the patient which aspects of their care are related to the
research. The refusal of a patient to participate in a study or the patient's decision to withdraw
from the study must never adversely affect the patient-physician relationship.

32. For medical research using identifiable human material or data, such as research on
material or data contained in biobanks or similar repositories, physicians must seek informed
consent for its collection, storage andfor reuse. There may be exceptional situations where
consent would be impossible or impracticable to obtain for such research. In such situations the
research may be done only after consideration and approval of a research ethics committee.

Use of Placebo

33. The benefits, risks, burdens and effectiveness of a new intervention must be tested against
those of the best proven intervention(s), except in the following circumstances:

Where no proven intervention exists, the use of placebo, or no intervention, is acceptable; or

Where for compelling and scientificaily sound methodological reasons the use of any
intervention less effective than the best proven one, the use of placebo, or no intervention is
necessary to determine the efficacy or safety of an intervention

and the patients who receive any intervention less effective than the best proven one, placebo,
or no intervention will not be subject to additional risks of serious or irreversible harm as a result
of not receiving the best proven intervention.

Extreme care must be taken to avoid abuse of this option.

Post-Trial Provisions

34. In advance of a clinical trial, sponsors, researchers and host country governments should
make provisions for post-trial access for all participants who still need an intervention identified
as beneficial in the trial. This information must also be disclosed to participants during the
informed consent process.

Research Registration and Publication and Dissemination of Results

35. Every research study involving human subjects must be registered in a publicly accessible
database before recruitment of the first subject.
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36. Researchers, authors, sponsors, editors and publishers all have ethical obligations with
regard to the publication and dissemination of the results of research. Researchers have a duty
to make publicly available the results of their research on human subjects and are accountable
for the completeness and accuracy of their reports. All parties should adhere to accepted
guidelines for ethical reporting. Negative and inconclusive as well as positive results must be
published or otherwise made publicly available. Sources of funding, institutional affiliations and
conflicts of interest must be declared in the publication. Reports of research not in accordance
with the principles of this Declaration should not be accepted for publication.

Unproven Interventions in Clinical Practice

37. In the treatment of an individual patient, where proven interventions do not exist or other
known interventions have been ineffective, the physician, after seeking expert advice, with
informed consent from the patient or a legally authorised representative, may use an unproven
intervention if in the physician's judgement it offers hope of saving life, re-establishing health or
alleviating suffering. This intervention should subsequently be made the object of research,
designed to evaluate its safety and efficacy. In all cases, new information must be recorded and,
where appropriate, made publicly available.
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