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Dear Albert Zickmann:

We have reviewed your Section 510(k) premarket notification of intent to market the device referenced
above and have determined the device is substantially equivalent (for the indications for use stated in the
enclosure) to legally marketed predicate devices marketed in interstate commerce prior to May 28, 1976, the
enactment date of the Medical Device Amendments, or to devices that have been reclassified in accordance
with the provisions of the Federal Food, Drug, and Cosmetic Act (Act) that do not require approval of a
premarket approval application (PMA). You may, therefore, market the device, subject to the general
controls provisions of the Act. Although this letter refers to your product as a device, please be aware that
some cleared products may instead be combination products. The 510(k) Premarket Notification Database
located at https://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfpmn/pmn.cfm identifies combination
product submissions. The general controls provisions of the Act include requirements for annual registration,
listing of devices, good manufacturing practice, labeling, and prohibitions against misbranding and
adulteration. Please note: CDRH does not evaluate information related to contract liability warranties. We
remind you, however, that device labeling must be truthful and not misleading.

If your device is classified (see above) into either class Il (Special Controls) or class Il (PMA), it may be
subject to additional controls. Existing major regulations affecting your device can be found in the Code of
Federal Regulations, Title 21, Parts 800 to 898. In addition, FDA may publish further announcements
concerning your device in the Federal Register.
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Please be advised that FDA's issuance of a substantial equivalence determination does not mean that FDA
has made a determination that your device complies with other requirements of the Act or any Federal
statutes and regulations administered by other Federal agencies. You must comply with all the Act's
requirements, including, but not limited to: registration and listing (21 CFR Part 807); labeling (21 CFR Part
801); medical device reporting (reporting of medical device-related adverse events) (21 CFR 803) for
devices or postmarketing safety reporting (21 CFR 4, Subpart B) for combination products (see
https://www.fda.gov/combination-products/quidance-regulatory-information/postmarketing-safety-reporting-
combination-products); good manufacturing practice requirements as set forth in the quality systems (QS)
regulation (21 CFR Part 820) for devices or current good manufacturing practices (21 CFR 4, Subpart A) for
combination products; and, if applicable, the electronic product radiation control provisions (Sections 531-
542 of the Act); 21 CFR 1000-1050.

Also, please note the regulation entitled, "Misbranding by reference to premarket notification" (21 CFR Part
807.97). For questions regarding the reporting of adverse events under the MDR regulation (21 CFR Part
803), please go to https://www.fda.gov/medical-devices/medical-device-safety/medical-device-reporting-
mdr-how-report-medical-device-problems.

For comprehensive regulatory information about medical devices and radiation-emitting products, including
information about labeling regulations, please see Device Advice (https://www.fda.gov/medical-
devices/device-advice-comprehensive-regulatory-assistance) and CDRH Learn
(https://www.fda.gov/training-and-continuing-education/cdrh-learn). Additionally, you may contact the
Division of Industry and Consumer Education (DICE) to ask a question about a specific regulatory topic. See
the DICE website (https://www.fda.gov/medical-devices/device-advice-comprehensive-regulatory-
assistance/contact-us-division-industry-and-consumer-education-dice) for more information or contact DICE
by email (DICE@fda.hhs.gov) or phone (1-800-638-2041 or 301-796-7100).

Sincerely,

Andrew l. Steen -S

Andrew I. Steen

Assistant Director

DHT1B: Division of Dental and ENT Devices

OHT1: Office of Ophthalmic, Anesthesia,
Respiratory, ENT and Dental Devices

Office of Product Evaluation and Quality

Center for Devices and Radiological Health

Enclosure
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Indications for Use See PRA Statement below.

510(k) Number (if known)

K212785
Device Name

Blue Sky Bio Implant System

Indications for Use (Describe)

Blue Sky Bio Multi One Implant System is intended $urgical placement in the bone of the upper or
lower jaw to provide support for prosthetic devitesestore chewing function. Implants may be usid
single-stage or two-stage procedures. They candzket immediately when good primary stability is
achieved and with appropriate occlusal loadingeEBky Bio Multi One Implants are indicated for niult
unit restorations in splinted applications. Blug/ ko Multi One Implant System with a 45° angulatio
are indicated for surgical installation in the gtid region only, in cases of severe jaw resomptio
order to restore patient esthetics and chewingtimmc

Blue Sky Bio Long Implant System is intended forgscal placement in the bone of the upper jaw to
provide support for prosthetic devices, such aBaal teeth, to restore chewing function. Implsumay
be used with single-stage or two-stage procedaresmay be loaded immediately when good primary
stability is achieved and with appropriate occlusatling. Blue Sky Bio Long implants can be placed
bicortically in cases of reduced bone density. BBig Bio Long implants are only indicated for mpilé
unit restorations in splinted applications thalizgiat least two implants. Blue Sky Bio Long Impia
System with a 45° angulation are indicated for isatgnstallation in the pterygoid region only,dases of
severe jaw resorption, in order to restore pagsttietics and chewing function.

Blue Sky Bio PEEK Abutments are premanufacturedimetic components directly connected to
endosseous dental implants and are intended forgpmoal use up to 180 days as an aid in prosthetic
rehabilitation.

Type of Use (Select one or both, as applicable)

=4 Prescription Use (Part 21 CFR 801 Subpart D) [_] Over-The-Counter Use (21 CFR 801 Subpart C)

CONTINUE ON A SEPARATE PAGE IF NEEDED.

This section applies only to requirements of the Paperwork Reduction Act of 1995.
*DO NOT SEND YOUR COMPLETED FORM TO THE PRA STAFF EMAIL ADDRESS BELOW.*

The burden time for this collection of information is estimated to average 79 hours per response, including the
time to review instructions, search existing data sources, gather and maintain the data needed and complete
and review the collection of information. Send comments regarding this burden estimate or any other aspect
of this information collection, including suggestions for reducing this burden, to:

Department of Health and Human Services
Food and Drug Administration

Office of Chief Information Officer
Paperwork Reduction Act (PRA) Staff
PRAStaff@fda.hhs.gov

“An agency may not conduct or sponsor, and a person is not required to respond to, a collection of
information unless it displays a currently valid OMB number.”

FORM FDA 3881 (8/14) Pagelof1l PSC Publishing Services (301) 443-6740 EF



510(k) Summary
Blue Sky Bio, LLC

Blue Sky Bio Implant System — K212785
June 30, 2022

ADMINISTRATIVE INFORMATION

Manufacturer Name Blue Sky Bio, LLC
800 Liberty Dr.
Libertyville, IL 60048
Telephone +1 718-376-0422
Fax  +1 888-234-3685

Official Contact Albert Zickmann
Vice President of product development
Telephone +1 718-376-0422
Email: azickmann@blueskybio.com

DEVICE NAME AND CLASSIFICATION

Trade/Proprietary Name Blue Sky Bio Dental Impl8gstem

Common Name Endosseous dental implant
Endosseous dental implant abutment
Temporary Abutment

Classification Regulations 21 CFR 872.3640 ProQatte
DZE and NHA

Classification Panel Dental Products Panel

Reviewing Branch Dental Devices Branch

PREDICATE DEVICE INFORMATION

Primary predicate devices:
K190958, Neodent Implant System, JJGC Industriamélcio de Materiais Dentarios SA;

Reference devices:
K061319, Spectra Implant System, Implant DirectCLL
K191250, PEEK Abutments, Southern Implants, Inc
K163634, External Hex Implant, Southern Implarityy Ltd.
K190491, Blue Sky Bio Zygomatic Implant System, &fsky Bio, LLC;
K153064, Blue Sky Bio Zygomatic Implant System, &8fsky Bio, LLC;
K102034, Blue Sky Bio Dental Implant System, Blug 8io, LLC;
K060957, Blue Sky Bio Dental Implant System, Blug 8io, LLC;
K160119, NobelSpeedy Groovy, Nobel Biocare AB and
K071235, Zimmer One Piece, 3.0 Angled, Zimmer Digita.



Blue Sky Bio Dental Implant System

INDICATIONS FOR USE

Blue Sky Bio Multi One Implant System is intended $urgical placement in the bone of the upper or
lower jaw to provide support for prosthetic devitesestore chewing function. Implants may be usid
single-stage or two-stage procedures. They candmet immediately when good primary stability is
achieved and with appropriate occlusal loadingeB$lky Bio Multi One Implants are indicated for niult
unit restorations in splinted applications. Blug/ 8o Multi One Implant System with a 45° angulatiare
indicated for surgical installation in the pterygj@egion only, in cases of severe jaw resorptiomyrder to
restore patient esthetics and chewing function.

Blue Sky Bio Long Implant System is intended forgécal placement in the bone of the upper jaw to
provide support for prosthetic devices, such aBaal teeth, to restore chewing function. Implamay
be used with single-stage or two-stage procedaresmay be loaded immediately when good primary
stability is achieved and with appropriate occlisatling. Blue Sky Bio Long implants can be placed
bicortically in cases of reduced bone density. BBlg Bio Long implants are only indicated for mpié
unit restorations in splinted applications thalizeiat least two implants. Blue Sky Bio Long Immia
System with a 45° angulation are indicated for isaftgnstallation in the pterygoid region only,dases of
severe jaw resorption, in order to restore pagstitetics and chewing function.

Blue Sky Bio PEEK Abutments are premanufacturedietic components directly connected to
endosseous dental implants and are intended forgowoal use up to 180 days as an aid in prosthetic
rehabilitation.

DEVICE DESCRIPTION

Blue Sky BioBIO|MAX MULTI ONE Implants include a one-piece implant/abutment tansprovided

with body diameters of 3.0 mm to 4.3 mm, in muéifgngths ranging from 10 mm to 20 mm. They are
provided with a head angulation of 17°, 30°, or.48@Iti One Implants with body diameters of 3.5 mm
and 4.3 mm, in lengths ranging from 10 mm to 20 with a 45° angulation are indicated for the pteiggo
region only. Implant body diameters of 3.0 mm arZb3nm are only intended for the alveolar ridge and
not intended for placement in the pterygoid region.

Blue Sky Bio BIO|LONG implants ar®lO[MAX MULTI ONE LONG implants include implant lengths
designed for placement into the posterior maxillagion, including the pterygoid plate. The impsant
have one of three connections, an internal hexagerface (3.5 mm platform), a tapered internaldg®mn
interface (NP platform) or a Multi One one-piecsida. The implants are provided with a body diamete
of 3.7 mm to 5.0 mm in implantable lengths rangnogn 20 mm to 25 mm. BIO|MAX MULTI ONE
LONG implants are provided with a head angulatibh®s, 30°, or 45°. Blue Sky Bio BIO|LONG
implants and BIO|[MAX MULTI ONE LONG implants areténded to be used with the TILT procedure in
the maxilla as shown in the clinical literature plants with 45° angulation are indicated for therpgoid
region only BIO|INTERNAL HEX LONG implants (3.5 mm Platform)efor use with abutments of up to 30° only.

Details of specific implant diameters and lengttesautlined in the table below. Abutments and algumim
screws compatible with the BIO|LONG Implants weleaced in KO60957, K102034 and K190491.

Blue Sky Bio PEEK abutments are premanufacturedtpetic components directly connected to
endosseous dental implants and are intended forsproal use up to 180 days as an aid in prosthetic
rehabilitation. Subject device PEEK abutments aogiged with two implant/abutment connections,
BIO|INTERNAL HEX (3.5 mm Platform) and BIO|MAX (NP)

The subject device implants are made of titanidoyalonforming to ASTM F13&tandard Specification
for Wrought Titanium- 6 Aluminum-4Vanadium ELI (Extrow Interstitial) Alloy for Surgical Implant
Applications (UNS R56401reviously cleared abutments and abutment scresunade of material
conforming to ASTM F136Temporary PEEK abutments are made from TECAPEEHKocoting to



Blue Sky Bio Dental Implant System

ASTM F2026Standard Specification for PolyetheretherketoneER) Polymers for Surgical
Implant Applications.

BIO|MAX MULTI ONE 10 115 13 16 18 20
(one-piece)
@ 3.0 mm Straigl X X X X
@ 3.0mm 17° X X X X
@ 3.0 mm 30 X X X X
@ 3.25 mm Straig| X X X X X X
@ 3.25 mmrl7© X X X X X X
@ 3.25 mm 3C X X X X X X
@ 3.5 mm 45° (pterygoid onl X X X X X X
@ 4.3 mm 45° (pterygoid onl X X X X X X
BIO|LONG Implants 20 22.5 25
BIO|INTERNAL HEX LONG
@ 3.7 mn X X X
4.3 mn X X X
@ 5.0 mn X X X
BIOIMAX LONG
@ 3.7 mn X X X
4.3 mn X X X
@ 5.0 mn X X X
BIO|MAX MULTI ONE LONG 20 22.5 25
@ 3.7 mm 17 X X X
@ 3.7 mm 3C X X X
@ 3.7 mm 45° (pterygoid onl X X X
@ 4.3 mm 17 X X X
@ 4.3 mm 3C X X X
@ 4.3 mm 45(pterygoid only X X X
@ 5.0 mm 17 X X X
@ 5.0 mm 3C X X X
@ 5.0 mm 45° (pterygoid onl X X X

NON-CLINICAL PERFORMANCE TEST DATA

Fatigue testing was performed according to theirements of ISO 14801:2016, Dentistry — Implants —
Dynamic loading test for Endosseous Dental Implants following FDA GuidanceClass |l Special
Controls Guidance Document: Root-form Endosseougdbémplants and Endosseous Dental Implant
Abutments.

The subject device titanium implants are manufactim the same facilities using the same materials,
manufacturing processes as used for the sponsarismplants as previously cleared in K190491,
K102034 and K060957.
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The subject titanium implant devices have the saatere of body contact, contact duration, material
formulation as the sponsor’s own implants as prsitiocleared in K190491, K102034 and K060957.

Cytotoxicity testing was performed on represen@afiemporary PEEK abutments (ASTM F2026-17)
according to 1ISO 10993-1, ISO 10993-5, ISO 10993-12

The packaging for the subject device is the idahti the sponsor’'s own prior clearances as refeeim
K102034 and K073713 in which accelerated agingrgstas presented and leveraged for the subject
devices. Test results and Sterilization Validatipegformed for the sponsor’s own reference deviesso
leveraged demonstrate suitable sterilization ofsthigect device sterile components with demonsimadf
a sterility assurance level (SAL) of 40

Pyrogenicity information provided is based on FDAidance orSubmission and Review of Sterility
Information in Premarket Notification (510(k)) Subsion for Devices Labeled as Sterilgsued on 21
January 2016. The method used to determine thealeveets pyrogen limit specifications is LAL
Endotoxin Analysis with testing limit of 20 EU/dew, based on a blood contacting and implanted devic

End-user sterility validation was conducted acamydd 1SO 17665-1 and ISO 17665-2 for subject
Temporary PEEK Abutments.

Non-clinical worst-case MRI review to evaluate thetallic devices in the MRI environment using
scientific rationale and published literature (eWoods, Terry O., Jana G. Delfino, and SunderiRaja
"Assessment of Magnetically Induced Displacememtc&and Torque on Metal Alloys Used in Medical
Devices." Journal of Testing and Evaluation 49@1®: 783-795), based on the subject device
components and material composition. Rationaleesdd parameters per the FDA guidance “Testing and
Labeling Medical Devices for Safety in the Magn&iegsonance (MR) Environment,” including
magnetically induced displacement force and torque.

CLINICAL LITERATURE

Clinical Literature is submitted in support of thebject implant placement in the pterygoid regiod a
implant dimensions in this submission. The subgestice dimensions with @3.5 — @5.0 mm with lengths
of 10 mm — 25 mm are substantially equivalent terygoid placement.

Blue Sky Bio BIO[MAX MULTI ONE Implants, Blue SkyiB BIO|LONG implants, and BIO|MAX
MULTI ONE LONG implantsare intended to be used with the TILT procedurdémaxilla as shown in
the clinical literature and as shown for the pratialevices in publicly available literature. Imykawith
45° angulation are indicated for the pterygoid oeginly.

The table below outlines the clinical literatabmitted in the premarket notification suigsion for a
determination of substantial equivalemesupport of the Blue Sky BiBIO|JMAX MULTI ONE Implants,
Blue Sky Bio BIO|LONG implants, and BIO|MAX MULTI RE LONG implants These articles provide
information to show that long implants used cliflican the TILT procedure and in the pterygoid rexgi
are clinically safe and effective for their inteddese.

Implants from 10 — 25 mm in length placed at angks 45° are used in both the TILT procedure and i
the pterygoid region with a similar success ratstéamdard implants. Placement in the pterygoidorecs
preferable to placement of zygomatic implants duiaé greater bone to implant contact and the etiuc
fulcrum force on the bone. Literature also supporillary placement with the TILT procedure or
pterygoid placement to avoid additional procedsigsh as sinus lift and grafting in areas of anpdtio
maxilla. BIO|[MAX MULTI ONE Implants, Blue Sky Bio BD|[LONG implants, and BIO|JMAX MULTI

ONE LONGimplants are provided in lengths of 10 mm — 25 maoh@aced at an angle of 45° or less. This
is within the window of the successful implantsritifeed in the literature. Nobel Biocare, NobelSgge
Groovy implants in lengths of 20-25 mm are ideatifas using the TILT procedure in the article dred t
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literature identified was used in support of K16@idhere implants of 22 mm and 25 mm had no
predicate.

Conclusion:

The subject device sizes for long implant @3.5 -0@Bm with lengths of 10 mm — 25 mm do not raise
new questions of safety and effectiveness compartte predicate devices and the clinical literaiarthe
maxilla or pterygoid regions. BIO[MAX MULTI ONE Int@nts, Blue Sky Bio BIO|LONG implants, and
BIO|MAX MULTI ONE LONG implants are provided in lengths of 10 mm — 25 muohglaced at an angle
of 45° or less. This is within the window of theceassful implants identified in the literature. Yleee
shorter than the lengths placed in the zygoma wiate less bone to implant contact and greateruionc
force. Therefore, Blue Sky Bio Long Implants do pagsent greater risk than zygomatic implants.



Clinical Literature Summary Table

Article

Diameter

Length

Angle

Comments

Refers to Reference
Articles

Refers to Reference
Articles

45°

A systematic review in 2011 indicated a 92% shemtsurvival rate.

However, these baseline findings included data achimed (obsolete older surfaces
and modern micro-roughened surfaces. A more restenty focusing exclusively on
implants with micro-roughened surfaces reporteyear survival rate of 99%.9 Thig
was similar to another study in 2005 that reported

a survival rate of 98.69

3.75-4.0 mm

16 - 20 mm

15 - 60°

“A retrospective study was performed of patients wit atrophic posterior maxilla
rehabilitated with pterygoid implants between 19®@ 2010 and followed for at least
36 months after implant loading. A total of 23&rium implants (172 anterior and 66
pterygoid) were placed in 56 patients. The 3-yeaarall pterygoid implant survival
rate was 99%"

Stated as considere
but not identified in
the publication

13 -20 mm

18 - 20 mm @ 15-60°
13- 18 mm @ 60-90°
15-20 mm @ 45°

A total of 634 patients received 1.893 pterygoidlants, with a mean

implant survival rate of 94.87%. The mean prevageotimplant failure was 0.056
with a 95% CI of 0.04 - 0.077. This study demonegr¢ghat pterygoid implants can be|
successfully used in patients with atrophic postemaxilla

3.75-4.2mm

18 - 25 mm

30 -55°

“Referenced literature: patient population not #iedly stated in this review.
Presented are 17 studies from 1992 to 2015, with mamber of pterygoid implants —
2525 and average success of 91.8!

3.75-4.2mm

18 - 25 mm

30 - 55°

Referenced literature: patient population not djdly stated in this review.
“Pterygoid implant provides a reasonable altetiva to 3D maxillary
reconstruction, sinus lifts, and bone augmgoatechnique. Many authors have
reported success rates of pterygoid implants nagdiom 90% to 100% after follow-
up period ranging from 1 to 12 years with minim@mplications. Avoidance of a
prosthetic distal cantilever with good stability fior immediate loading is possible
with this technigue”

3.75 mm

13-22 mm

not specified

3 Case reports: 37yr (F), 42 yr (M), 61 yr (F),Ppliterature review.

Referenced literature: patient population not djdly stated in this review.
“Pterygoid implants were intended to pass throughxittary tuberosity, the pyramidal
process of palatine bone and the pterygoid prooé#ise sphenoid bone. In the
literature, success rates of pterygoid implantsrf@xillary rehabilitation have been
more than 94 to 99%

3.75-4.0 mm
not all sizes
identified

10— 22 mm

35-55°

Thirteen articles were included, reporting a totdl1053 pterygoid implants in 676
patients. The weighted average success of pteryapilnts was 90.7%;

bone loss evaluated radiographically ranged betw@and 4.5 mm. No additional
complications compared with conventional implangsevfound, and patient
satisfaction level with the prosthesis was higkerRioid implants have high success
rates, similar bone loss levels to those of corigaat implants, minimal complicationg
and good acceptance by patients, being thereforatamative to treat patients with
atrophic posterior maxille
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Article Diameter Length Angle Comments
Referenced literature: patient population not dpxdly stated in this review.
“Pterygoid implants were introduced by Tulasne whieere intended to pass through
maxillary tuberosity, the pyramidal process of fteda bone and engaging the
pterygoid process of sphenoid bone. It overcomesdied for sinus lift procedures,
16 - 57 mm: (The grafting process, and, at times, even the invagjgoma implants. The success rates
8 3.5&3.75mm f dl ) th in th 30 - 50° tilted and pterygoid implants for maxillary rehatation have been more than 98%
listed pre erre_ _eng inthe and 94%—-99% as documented in the literature, retbpg. Engagement of basal
pterygoid is 22-25 mm) bicortical bone is done which is highly mineralizahl least resistant to resorption fo
achieving good torque. Bicortical engagement oflamfs has proven to achieve bette
stabilization with less stresses on the crestakbamd implants.”
20 - 25 mm; (K160119 “In this prospective cohort study, 18 patients (Qlenand 7 female) with an average
Implants used in this age of I62 yearsh(ag(e rang§: 33 to 82 years) withglete
; o Ay ; ° edentulous arches (n = 17).
9 4.0-5.0 mm study did not have a 15 - 45° drill protocol with 30 There were no implant failures, rendering a cumutmplant survival rate of

predicate with 22 & 25
mm Lengths per the
510(k) Summary)

abutment

100%."” [at 24 monthsBeveral studies using the same
implant design reported survival rates on the stierin
outcome between 97.6% and 100

of



EQUIVALENCE TO MARKETED DEVICE

Blue Sky Bio, LLC submits the following information this Premarket Notification to demonstrate, tfoe
purposes of FDA's regulation of medical devices, $hbject device is substantially equivalent in
indications and design principles to the legallyketed predicate devices listed above.

A comparison of the technological characteristicte subject device and the primary predicate avis
provided in the following tables.

Subject Device Reference Device

Southern Implants, Inc. Southern Implants
PEEK Abutments
K19125(

Blue Sky Bio, LLC
Comparison Blue Sky Bio Implant System

Abutment PEEK Abutment

Blue Sky Bio PEEK Abutments are The Southern Implants PEEK Abutments a
premanufactured prosthetic components  premanufactured prosthetic components
directly connected to endosseous dental  directly connected to endosseous dental
implants and are intended for provisional implants and are intended for provisional us
use up to 180 days as an aid in prosthetic up to 180 days as an aid in prosthetic

Indication for Use

rehabilitation refabilitatior
Abutment Design Screw retaineq Screw retained _
Internal Connectic Engaging and Nc-Engaging
Platform Diamete 3.5 mm, NP (3.t 3.35 mm-4.00 mn
Abutmen Angle Straigh Straigh
Materials
Abutment: Polyetheretherketone (PEE Polyetheretherketone (PEE

Abutmen Screw: NA Ti-6Al-4V
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Subject Device

Primary Predicate

Reference Device

Reference Device

Reference Device

Reference Device

Reference Device

Comparison

Blue Sky Bio, LLC
Blue Sky Bio Implant System

JJGC Industria e Comércio de
Materiais Dentarios SA

Neodent Implant System
K190958

Implant Direct

Spectra Dental Implant Systen
K061319

h

Southern Implants (Pty) Ltd
External Hex Implants
K163634

Blue Sky Bio, LLC
Blue Sky Bio Zygomatic
Implant System
K190491
K15306¢

Nobel Biocare AB
NobelSpeedy Groovy
K160119

Blue Sky Bio, LLC
Blue Sky Bio Dental Implant
System K060957
K102034

Implants

BIO|MAX MULTI ONE LONG

Indications for Use

Blue Sky Bio Long Implant System is
intended for surgical placement in the bor
of the upper jaw to provide support for
prosthetic devices, such as artificial teeth
restore chewing function. Implants may b
used with single-stage or two-stage

procedures, and may be loaded immediategstore chewing function. It may be used

when good primary stability is achieved a
with appropriate occlusal loading. Blue Sk

Bio Long implants can be placed bicorticgifyay be loaded immediately when good

in cases of reduced bone density. Blue S
Bio Long implants are only indicated for
multiple unit restorations in splinted

applications that utilize at least two implankscortically in cases of reduced bone

Blue Sky Bio Long Implant System with a
45° angulation are indicated for surgical
installation in the pterygoid region only, in|
cases of severe jaw resorption, in order tg
restore patient esthetics and chewing
function.

0]

The Neodent Implant System is intended
be surgically placed in the bone of the

fupper or lower jaw to provide support fo
prosthetic devices, such as artificial teetl

naith single-stage or two-stage procedurg
jor single or multiple unit restorations, an

wrimary stability is achieved and with
appropriate occlusal loading. The Neode
GM Helix LG implants can be placed

density. The Neodent GM Helix LG
implants are only indicated for multiple u
restorations in splinted applications that
utilize at least two implants

-

2 n

(0]

Blue Sky Bio Zygomatic
Implant System is indicated for
surgical installation in the
zygoma region, in cases of
severe jaw resorption, in order
to restore patient esthetics and
chewing function. Blue Sky Bio
zygomatic implants are
recommended for the posterior
(pre-molar/molar) region, one
implant on each side, with at
least two standard dental
implants in the anterior region
to support a fixed restoration.
Blue Sky Bio zygomatic
implants may be loaded
immediately when good
primary stability is achieved
and with appropriate occlusal
loading

Design

One-piece implant/abutment

Threaded root-form implant to

be used with mating abutments

D

Threaded root-form implant to

be used with mating
abutments, or one-piece
implant/abutmet

Threaded root-form
implant to be used with
mating abutments

Threaded root-form implant
to be used with mating
abutments

Threaded root-form implant
to be used with mating
abutments

Threaded root-form implant to

be used with mating abutments|
or one-piece implant/abutment

Interface Type

Tri-Lobe; One Piec

Internal hex with 45beve

K153064
Platform @, mm _ 3.0, 3.5, 3.7, 4.3, 4.5,450, 3.25,3.75, 4.0, 4.7, 5.0, Internal hex connection: 4.7,
3.5, NP (3.5) 3.75; 4.0 576.0,6.5 57 6.0 Tapered internal hex 4.0 3.5,43,456.5
connection: 4.3, 5.
K153064
Implant Body @, 3.74.3, 5.0 3.75: 4.0 3.0,3.5,3.7,4.3,45,430, |3.25, 3.75, 4.0, 4.7, 5.0, 4.0 3.0-8.0
mm 5.7, 6.0 5.7,6.0 35,4.1,43,4.7,5.0
6, 7, 8.5, 10, 11.5, 13, 15 153064
Implantable Length, o4 5, 5 55 20;22.5; 25 8,10, 13,16 16 g o TS |85,37.5,40,425,45,475,| 50 925 25 6-16
mm 1S 50, 52.5, 55
Imolant/Abutment Internal hex External Hex K153064 Internal hex with 12° taper
P One-piece Morse taper External Hex Internal hex with 12° taper | EXternal Hex Internal hex with 45° bevel

Square hex; One Pie

One-piece
abutment angle

Straight, 17°, 30°, 45° (45° in
pterygoid placement onl

NA

Straight, 12°

NA

NA

NA

Straight




Blue Sky Bio Dental Implant System

BIO|MAX LONG)

Subject Device Primary Predicate Reference Device Reference Device Reference Device Reference Device Reference Device
Abutment Angle NA Straight, 17°, 30° Straight, 15°, 30° Straight, 12°, 17°, 24°, 30% 17°, 30°, 45° NA 15°, 25°, 30°
Implant Surface Grit blasted and acid etched  |Acqua™ Hydrophilic Surface HA RBM or HA Coated Grit blasted and acid etchefl it Biasted and acid etched| TiUnite Grit blasted and acid etched
Materials
Implants Ti-6Al-4V F67 unalloyed titanium, C4 Titanium Alloy Unalloyed titaniur Ti-6Al-4V CPTi Ti-6Al-4V
Subject Device Primary Predicate Reference Device Reference Device Reference Device Reference Device Reference Device
— Are Blue Sky Bio, LLC Nobel Biocare AB .
JJGC Industria e Comércio de . . . Blue Sky Bio, LLC
e -~ Implant Direct Southern Implants (Pty) Ltd Ky blo,
Blue Sky Bio, LLC Materiais Dentarios SA P Extornal |_F|) | (I y)t Bluelik)l’aioszg?eor;"a“c NobelSpeedy Groovy Blue Sky Bio Dental Implant
Comparison Blue Sky Bio Implant System Neodent Implant Svst Spectra Dental Implant System xternal Rex implants p y K160119 System K060957
eodent Implant System K163634 K190491
K190958 K061319 K 153067 K102034
BIO|LONG Implants
Implants (BIO|INTERNAL HEX LONG;

Indications for Use

Blue Sky Bio Long Implant System is
intended for surgical placement in the bo
of the upper jaw to provide support for
prosthetic devices, such as artificial teeth
restore chewing function. Implants may b
used with single-stage or two-stage
procedures, and may be loaded immediat
when good primary stability is achieved a
with appropriate occlusal loading. Blue Sk

Bio Long implants can be placed bi(:orticei?l41

in cases of reduced bone density. Blue S
Bio Long implants are only indicated for
multiple unit restorations in splinted

applications that utilize at least two implan

Blue Sky Bio Long Implant System with a
45° angulation are indicated for surgical
installation in the pterygoid region only, in
cases of severe jaw resorption, in order tg
restore patient esthetics and chewing
function.

e

'{ge Neodent Implant System is intended to b
lsurgically placed in the bone of the upper or
llower jaw to provide support for prosthetic
evices, such as artificial teeth, to restore
1%Xewing function. It may be used with single-
stage or two-stage procedures, for single or
ultiple unit restorations, and may be loaded
||¥1mediately when good primary stability is

D,

The Neodent GM Helix LG implants can be
Placed bicortically in cases of reduced bone
dse'nsity. The Neodent GM Helix LG implants g
only indicated for multiple unit restorations in
splinted applications that utilize at least two
implants

dchieved and with appropriate occlusal loading.

Blue Sky Bio Zygomatic
Implant System is indicated for
surgical installation in the
zygoma region, in cases of
severe jaw resorption, in order
to restore patient esthetics and
chewing function. Blue Sky Bio
zygomatic implants are
recommended for the posterior
(pre-molar/molar) region, one
implant on each side, with at
least two standard dental
implants in the anterior region
to support a fixed restoration.
Blue Sky Bio zygomatic
implants may be loaded
immediately when good
primary stability is achieved
and with appropriate occlusal
loading

Threaded root-form implant to b

» Threaded root-form implant to be

Threaded root-form implant to
be used with mating

Threaded root-form
implant to be used with

Threaded root-form implant
to be used with mating

Threaded root-form implant
to be used with mating

Threaded root-form implant to
be used with mating abutments|

57,6.0, 6.5

5.7,6.0

Tapered internal hex
connection: 4.3, 5.

Design used with mating abutments used with mating abutments abutments, or one-piece ; abutments M
) mating abutments abutments or one-piece implant/abutment
implant/abutmet
K153064
3.0, 3.5, 3.7, 4.3, 4.5,450, Internal hex connection: 4.7,
Plattorm @, mm | 5 5 \p (3.5) 3.75; 4.0 3.25,3.75,4.0,4.7, 5.0, 4.0 3.5 43,4565




Blue Sky Bio Dental Implant System

ntimplant/abutment design

Or one-piece implant/abutme

Subject Device Primary Predicate Reference Device Reference Device Reference Device Reference Device Reference Device
K153064
Implant Body @, 3.74.3, 5.0 3.75: 4.0 3.0,3.5,3.7,4.3,45,430, |3.25, 3.75, 4.0, 4.7, 5.0, 4.0 3.0-8.0
mm 5.7,6.0 5.7,6.0 35,4.1,4.3,4.7,5.0
6,7,85,10,115, 13, 15 K153064
Implantable Length, 20, 22.5. 25 20; 22.5; 25 8, 10, 13, 16 1,6 EI_S' 210 ,11.9, 13, 15, 35, 37.5, 40, 42.5, 45, 47.5, 20: 22.5: 25 6-16
mm i 50, 52.5, 55
Implant/Abutment | Internal hex with 12° taper Internal hex External Hex K153064 : o External Hex Intemal hex W!th 120 taper
Interface Tvpe internal hex with 45° bevel Morse taper External Hex Internal hex with 12° taper Internal hex with 45° bevel
yp Tri-Lobe; One Piec Internal hex with 45beve Square hex; One Pie
Straight, 12°, 17°, 24°, 30°, 45°
Abutment Angle (45° used with BIO|[MAX LONG | Straight, 17°, 30° Straight, 15°, 30° Straight, 12°, 17°, 24°, 30% 17°, 30°, 45° NA 15°, 25°, 30°
in pterygoid placement only)
Implant Surface Grit blasted and acid etched  |Acqua™ Hydrophilic Surface HA RBM or HA Coated Grit blasted and acid etchefl it Biasted and acid etched| TiUnite Grit blasted and acid etched
Materials
Implants Ti-6Al-4V F67 unalloyed titanium, (4 Titanium Alloy Unalloyed titaniur Ti-6Al-4V CPTi Ti-6Al-4V
Subject Device Reference Device Reference Device Reference Device Reference Device Reference Devige
. Blue Sky Bio, LLC . Blue Sky Bio, LLC Zimmer Dental, Inc.
. Implant Direct Southern Implants (Pty) Ltd]  Blue Sky Bio Zygomatic X ; .
Blue Sky Bio, LLC Blue Sky Bio Dental Implant Zimmer One-Piece
. . Spectra Dental Implant System External Hex Implants Implant System
Comparison Blue Sky Bio Implant System System K060957 Implant, 3.0mm, Angled
K061319 K163634 K190491
K102034 K071235
K15306¢
Implants BIO|MAX MULTI ONE
Blue Sky Bio Zygomatic Implant
System is indicated for surgical
. . - . installation in the zygoma region, in
Bllggersnkgn?:g mgltt');neeolmﬁéaﬂt Sé/rsg-:;’rroﬁér:t'zndediggrglcal The Spectra Dental Implant System consists of aaeepor two-piece implants fo cases of severe jaw resorption, in ofder
gu ort for prosthetic devices th))prestore cheJ _nglon single-stage or two- stage surgical proceduresatiegintended for use in partially to restore patient esthetics and chewing
ImpFants ng be used with sinale-stage or m édure< or fully edentulous mandibles and maxillae, in suppf single or multiple-unit function. Blue Sky Bio
ThFe)y can beyloaded immediategly Whe?] good prin?agi;ﬁny is“'restorations and terminal or intermediate abutreepport for fixed bridgework. zygomatic implants are recommended
L h . - ; g They may be placed in immediate function if inifi@plant stability can be for the posterior (pre-molar/molar)
Indication achieved and with appropriate occlusal loadingeESky Bio : ! ! !
Multi One Implants are indicated for multi-unit tesations in _?_itag“Shedb. 3.0 implant is indicated for: rf|g|on£ tone lrtnplgntdo(rjl ea;clh'smle, tth
splinted applications. Blue Sky Bio Multi One ImpteBystem 1?Ance:|?t¥ciglefoot.stmmtj:gpfgrn silr?gllne tlcc)ztzma?:rément of mandibular central and ath:?;snte\:,\rli%f reelgioa;r to :Sp%c;?z aflizeznlm
Wt';h a;zorzn?;:a;'r?ln e}rr]ec'ggéiag?dsg;fgr-g'vf,m-"at'?ﬂ :)nréze lateral incisors and maxillary lateral incisors. restoration. Blue Sky Bio zygomati
tpo rreysgtore agtient es)t/r'letics and chewin fJunctligﬁm, 2.Multiple tooth replacements or denture stasflon. implants may be loaded immediately
P 9 ’ when good primary stability is
achieved and with appropriate occlusal
loading
. . Threaded root-form implant to be used with matibgtenents, or| Threaded root-form implant {orhreaded root-form implant t Threaded_root-fo_rm implant td’hreadgd rootorr_n implant
. One-piece implant/abutment X . . . . . e used with mating abutmer| with one-piece
Design one-piece implant/abutment be used with mating abutmentse used with mating abutments




Blue Sky Bio Dental Implant System

Subject Device Reference Device Reference Device Reference Device Reference Device Reference Devig
K153064
Platform @, mm 3.5, NP (3.5) 3.0, 3.5, 3.7, 4.3, 4.5, 430,57 6.0, 6.5 3.25,3.75, 4.0, 4.7, 5.0, 5.7, g Jiernal hex connection: 4.7, 5 5 4 5 4 5 41465 NA
Tapered internal hex
connection: 4.3, 5.
3.25,3.75,4.0,4.7,5.0,5.7 ¢ K153064
Implant Body &, mm 3.0,3.25,3.5,3.74.3 3.0,3.5,3.7,4.3,4.5,4.305.7, 6.0 6.0 35,41 4.3 4.7,50 3.0mmto 8.0 3.0
Implantable Length, 6,7,8.5,10, 11.5, 13, 15, 16,K153064: 35, 37.5, 40, 42.5
mm 10, 11.5, 13, 16, 18, 20 8,10, 13, 16 18, 20 45, 47.5, 50, 52.5, 55 6to 16 10, 11.5, 13, 16
Imolant/Abutment Internal hex External Hex K153064 Internal hex with 12° taper
IrF:terface Tvpe One Piece External Hex Internal hex with 12° taper| Internal hex with 45° bevel One-Piece
yp Tri-Lobe; One Piec Internal hex with 4Ebeve Square hex; One Pie
One-piece Straight, 12° NA 17°
abutment angle Straight, 17°, 30°, 45° ' NA Straight
Abutment Angle NA Straight, 15°, 30° Straight, 12°, 17°, 24°, 30° 17°, 30°, 45° 15°, 25°, 30° NA
Implant Surface Grit blasted and acid etched HA R&NHA Coated Grit blasted and acid etched Gristeld and acid etcheg Grit blasted and acid etched  TX MHA RBM
Materials
Implants Ti-6Al-4V Titanium Alloy Unalloyed titanium Ti-6Al-4V Ti-6AK4V Ti-6Al-4V

e
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DISCUSSION:

The indications for use for the primary predicatt9R958 do not include pterygoid placement and do no
contain language to state that the implants withadfgyulation are indicated for the pterygoid regioiy.
Thus, the indications for use for the subject devias updated to be in line with the K190491 intitices
for use which contain language specific to zygompliacement and supported by clinical data.

The subject device sizes for implants @3.5 — @:0with lengths of 10 mm — 25 mm do not raise new
guestions of safety and effectiveness compareuetpriedicate devices and the clinical literatud®|BIAX
MULTI ONE Implants, Blue Sky Bio BIO|LONG implantand BIO[MAX MULTI ONE LONG implants
are provided in lengths of 10-25 mm and placedatragle of 45° or less. This is within the windofatoe
successful implants identified in the literaturel éime predicate devices. They are shorter thatettgths
placed in the zygoma which have less bone to imglantact and greater fulcrum force. Therefore,
BIO|MAX MULTI ONE Implants, Blue Sky Bio BIO|LONGmplants and BIO|[MAX MULTI ONE LONG
implantsdo not present greater risk than zygomatic implants

CONCLUSION

The subject device and the predicate devices hahaantially equivalent indications for use, inchgl
restoration of patient esthetics and chewing famtand immediate loading. The implants of the ettbj
device and the predicate devices have similar desigd dimensions, including lengths appropriate fo
pterygoid placement supported by the referencechlaire.

The subject device implants and abutments havéasipackaging and are sterilized using the same
materials and processes as the sponsor’s own ptedlevices.

The data included in this submission demonstratetantial equivalence to the predicate devicesdist
above.



