ZEST DENTAL

Product Experience Report

SOLUTIONS Dental Implant System PER #:
For Zest Dental Solutions Use Only
OEM / Distributor / Date Initiated Initiated and
Customer #: (aware date): Recorded By:
Refer to last page for Instructions:
OEM/Customer Information Completed By: [ Zest [0 OEM/Customer

Dental Practice Name:

Phone: Email:

OEM/Distributor Information (OO N/A if not applicable)
OEM/Distributor Name:

Complaint Recorded By:

OEM/Distributor Complaint Reference Number (CMP#):

Address (at minimum specify city and
country where event occurred):

Contact Email:

Date the Complaint
was Taken:

Product Information

Completed By: 0O Zest

O OEM/Customer

Product Line:{O LODI

O Surgical Instrumentation

O SNDI

O Implant

[ Other (provide description):

[0 Saturno O-Ring Assembly

O Tool/Instrument

Product Type: | Ancillary Component (Analog, etc.)

Was the device being used for treatment? [ Yes [0 No
Did an implant fail to integrate or lose integration?

Did the patient have an infection?

Did an implant fracture?

Was the device being used for diagnosis? [ Yes [0 No

O Non-Integration

Zest Part Number Zest Lot Number |Quantity UDI No. OEM Part Number (O N/A)| OEM Lot Number (O N/A)
Event Information Completed By: [ Zest O OEM/Customer
Did the event involve an injury or death to the patient? ONo [OYes If“Yes”, notify Zest Regulatory Affairs immediately
Was medical or surgical intervention required as a result? ONo OVYes If“Yes”, notify Zest Regulatory Affairs immediately

If other than “No”, notify Zest Regulatory

O No S .
O Loss of Integration Affairs immediately

ONo OYes If*Yes”, notify Zest Regulatory Affairs immediately

ONo OYes If“Yes”, notify Zest Regulatory Affairs immediately

well as described by the user.

Describe the details of the event including the Hazard or Fault Condition experienced by the patient/user. Include reference to and attach
any radiographs, clinical photographs, or other supporting documents available. The potential cause of the fault condition may be noted as

CONFIDENTIAL: Zest Dental Solutions requires written permission for use or reproduction of this document in part or whole.
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ZEST DENTAL Product Experience Report

SOLUTIONS Dental Implant System PER #:
Patient Information (use date format mm/dd/yyyy) Completed By: [ Zest 0 OEM/Customer
Date of Product Placement: Date of Event: Date of Product Removal:

Approximate tooth position(s): (O N/A)

Approximate implant angulation(s) from vertical: (O N/A)

Patient Profile: [0 Smoker [ Diabetes [ Osteoporosis [ Other:

Bone Density: [0 N/A O High (Type 1) O Moderate (Type 11) O Low (Type I1I) O Poor (Type IV) O Unknown
X;{Zi the implant placed into a previously or simultaneously grafted O N/A 0 Yes O No O Unknown
Was the implant placed into an immediate extraction site? O N/A O Yes O No O Unknown
Was the implant restored with an abutment? O N/A O Yes O No O Unknown
Was the implant immediately loaded O N/A O Yes O No O Unknown
If “Yes”, what was the timeframe for loading following implant placement?
O Immediate (within 48 hours) O Early (within 8 weeks) O Delayed loading (3-4 months Mandible; 4-6 months Maxilla)
Did the patient have a recall schedule? O Yes O No O Unknown OO N/A If “Yes”, how often was the patient seen?:
Were abutments re-tightened at recall visits? [0 Yes O No O Unknown O N/A If “Yes” state the torque applied (Ncm):
Does the patient have any parafunctional If “Yes”,
habits (e.g. bruxing, clenching, etc.)? L'ves LINo O Unknown LI N/A describe:
For Zest Dental Solutions Use Only
Product was received? O Yes O No Date product received: Product Assessment has been completed? O Yes
PER Closed By (Name) Signature PER Closure Date

Instructions

A separate form must be used for each different product type and complaint type. The only exception is where the
products are of the same type such as different configuration Locator Overdenture Implants or different diameter drills
and the same type of event happens to all devices.

Documentation Information may be entered electronically and/or manually as it becomes available. At the time the complaint is
received, complete all sections as thoroughly as possible. In addition to identifying the hazard or fault condition
experienced by the user, record as much information as possible regarding the surrounding circumstances which might
lend to a more thorough determination of the cause of the hazard.

This form may be used to document the complaint prior to obtaining a Zest PER number. Upon receipt of the complaint
OEM / by Zest Dental Solutions, a notification will be sent cross-referencing the OEM/Distributor complaint number against the
L PER number assigned by Zest. This PER number should be used for all subsequent communication regarding the
Distributor complaint. Zest may transfer the information provided electronically onto a new PER form, in which case, the original
document will be attached.

Return product in a padded mailing pouch or other suitable protective shipping container. Failure to ship products in
appropriate packaging could result in items becoming lost during the shipping process. If a PER number has been
obtained, record the PER number on the outside of the shipping container and on all correspondence regarding the
complaint.

Product Return
All returned product is to be segregated and identified by part number and lot number when available, or by description,
particularly when multiple parts are returned as part of the same complaint. All returned product which has come into
contact with the patient must be returned in a sealed, suitable sterilization pouch with an appropriate marking indicating
that the part has been sterilized.
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