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Re: K160262
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Regulation Name: Porcelain Powder For Clinical Use
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Dear Jennifer Jackson:

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. 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 II (Special Controls) or class III (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.

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); good manufacturing practice requirements as set forth in 
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the quality systems (QS) regulation (21 CFR Part 820); and if applicable, the electronic product 
radiation control provisions (Sections 531-542 of the Act); 21 CFR 1000-1050.

If you desire specific advice for your device on our labeling regulation (21 CFR Part 801), please 
contact the Division of Industry and Consumer Education at its toll-free number (800) 638-2041
or (301) 796-7100 or at its Internet address 
http://www.fda.gov/MedicalDevices/ResourcesforYou/Industry/default.htm. 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 
http://www.fda.gov/MedicalDevices/Safety/ReportaProblem/default.htm for the CDRH's Office 
of Surveillance and Biometrics/Division of Postmarket Surveillance.

You may obtain other general information on your responsibilities under the Act from the 
Division of Industry and Consumer Education at its toll-free number (800) 638-2041 or (301) 
796-7100 or at its Internet address 
http://www.fda.gov/MedicalDevices/ResourcesforYou/Industry/default.htm.

Sincerely yours,

Tina Kiang, Ph.D.
Acting Director
Division of Anesthesiology,

General Hospital, Respiratory,
Infection Control, and Dental Devices

Office of Device Evaluation
Center for Devices and Radiological Health

Enclosure

 

 



DEPARTMENT OF HEALTH AND HUMAN SERVICES
Food and Drug Administration

Indications for Use

Form Approved: OMB No. 0910-0120
Expiration Date: January 31, 2017
See PRA Statement below.

510(k) Number (if known)
K160262

Device Name

Straumann n!ce Glass-Ceramic Blocks

Indications for Use (Describe)

Once finalized into a suitable design, the n!ce™ glass-ceramic blocks are indicated for use as inlays, onlays, 
veneers, partial crowns and crowns. 

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

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."
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Traditional 510(k) Submission – Straumann® n!ce™ Glass-Ceramic Blocks

5. 510(k) Summary 

Submission ID: K160262

Submitter: Straumann USA, LLC (on behalf of Institut Straumann AG)
60 Minuteman Road 
Andover, MA 01810 
Registration No.:  1222315 Owner/Operator No.:  9005052

Contact Person: Jennifer Jackson, MS
Director of Regulatory Affairs and Quality
Straumann USA, LLC 
+1 (978) 747-2509 

Prepared By: Christopher Klaczyk
Head of North American Regulatory Affairs
Institut Straumann AG
+41 61 965 1260 

Date Prepared: July 1, 2016

Product Code(s): EIH (21 CFR 872.6660)

Device Class: II (21 CFR 872.6660)

Classification Panel: Dental

Classification Name: Porcelain powder for clinical use (21 CFR 872.6660)

Proprietary Name: Straumann® n!ce™ Glass-Ceramic Blocks

Predicate Device:: K051705, IPS e.max CAD (Ivoclar Vivadent, Inc.)

Reference Device(s): None

Device Description: Straumann® n!ce™ glass ceramic is a proprietary lithium 
disilicate (Li2O-SiO2) glass ceramic material intended to be 
milled to produce prosthetic restorations for natural and 
endosseous dental implant abutment borne teeth.  The material 
is suitable for use in inlays, onlays, veneers, copings and 
monolithic crown restorations. 

Intended Use: The n!ce™ glass ceramic is intended to be used to manufacture 
ceramic prostheses for the restoration of natural teeth or on top 
of abutments. 
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Traditional 510(k) Submission – Straumann® n!ce™ Glass-Ceramic Blocks

Indications For Use: Once finalized into a suitable design, the n!ce™ Glass-Ceramic 
Blocks are indicated for use as inlays, onlays, veneers, partial 
crowns and crowns. 

Materials: Lithium Disilicate reinforced Lithium Aluminosilicate Glass-
Ceramic

Technological 
Characteristics:

A comparison of the relevant technological characteristics 
between the subject and primary predicate devices is provided 
in the table that follows.

Performance Data: Test data to support the evaluation of the subject n!ce™ Glass-
Ceramic Blocks has been submitted as follows:

Product performance testing per ISO 6872, Dentistry—
Ceramic materials and  
Product performance testing per ISO 7991, Glass—
Determination of coefficient of mean linear thermal 
expansion. 
Biocompatibility assessment per the ISO 10993 series 
standards: 
o Evaluation per ISO 10993-1, Biological evaluation of 

medical devices — Part 1: Evaluation and testing within 
a risk management process.

o Cytotoxicity assessment per ISO 10993-5, Biological 
evaluation of medical devices — Part 5: Tests for in 
vitro cytotoxicity. 

o Chemical characterization per ISO 10993-18, Biological 
evaluation of medical devices—Part 18: Chemical 
characterization of materials. 

Transport and package testing per ISTA 2A and the 
standards referenced therein.
Evaluation of shelf life per ASTM F1980, Standard Guide 
for Accelerated Aging of Sterile Barrier Systems for 
Medical Devices. 

Conclusions: Based upon our assessment of the design and applicable 
performance data, the subject devices have been determined to 
be substantially equivalent to the identified predicate devices. 
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Tr
ad

iti
on

al
 5

10
(k

) S
ub

m
is

si
on

 –
 S

tra
um

an
n®

 n
!c

e™
 G

la
ss

-C
er

am
ic

 B
lo

ck
s

Fe
at

ur
e

Pr
im

ar
y 

Pr
ed

ic
at

e 
D

ev
ic

e
Iv

oc
la

r 
V

iv
ad

en
t I

PS
 e

.m
ax

 C
A

D
(K

05
17

05
)

Su
bj

ec
t D

ev
ic

es
St

ra
um

an
n 

n!
ce

G
la

ss
 C

er
am

ic
 B

lo
ck

s
(K

16
02

62
)

C
om

pa
ri

so
n

D
is

cu
ss

io
n

In
di

ca
tio

ns
 F

or
 U

se
IP

S 
e.

m
ax

 C
A

D
 is

 a
 C

A
D

/C
A

M
 

m
ac

hi
na

bl
e 

gl
as

s c
er

am
ic

 b
as

ed
 o

n 
lit

hi
um

 
di

si
lic

at
e 

fo
rt

he
 p

re
pa

ra
tio

n 
of

 fu
ll 

ce
ra

m
ic

 c
ro

w
ns

, i
nl

ay
s, 

on
la

ys
, a

nd
 fu

ll 
ce

ra
m

ic
 3

-u
ni

t a
nt

er
io

rb
rid

ge
s.

O
nc

e 
fin

al
iz

ed
 in

to
 a

 su
ita

bl
e 

de
si

gn
, t

he
 

n!
ce

™
 G

la
ss

-C
er

am
ic

 B
lo

ck
s a

re
 in

di
ca

te
d 

fo
r u

se
 a

s i
nl

ay
s, 

on
la

ys
, v

en
ee

rs
, p

ar
tia

l 
cr

ow
ns

 a
nd

 c
ro

w
ns

.

Eq
ui

va
le

nt

Th
e 

sc
op

e 
of

 in
di

ca
tio

ns
 fo

r t
he

 su
bj

ec
t 

m
at

er
ia

l i
s w

ith
in

 th
e 

sc
op

e 
of

 th
e 

in
di

ca
tio

ns
 fo

r t
he

 p
re

di
ca

te
 m

at
er

ia
l. 

 T
he

 
su

bj
ec

t d
ev

ic
e 

is
 n

ot
 in

di
ca

te
d 

fo
r u

se
 in

 
th

e 
fa

br
ic

at
io

n 
of

 b
rid

ge
s.

C
la

ss
ifi

ca
tio

n 
R

eg
.

21
 C

FR
 8

72
.6

66
0

21
 C

FR
 8

72
.6

66
0

Id
en

tic
al

FD
A

 P
ro

du
ct

 C
od

e
EI

H
EI

H
Id

en
tic

al

C
he

m
ic

al
 

C
om

po
si

tio
n

Li
th

iu
m

 d
is

ili
ca

te
 g

la
ss

Li
th

iu
m

 d
is

ili
ca

te
 –

 li
th

iu
m

 a
lu

m
in

os
ili

ca
te

gl
as

s
Eq

ui
va

le
nt

B
ot

h 
th

e 
su

bj
ec

t a
nd

 p
re

di
ca

te
 m

at
er

ia
ls

 
ar

e 
ba

se
d 

up
on

 li
th

iu
m

 d
is

ili
ca

te
 

ch
em

is
try

.

C
ry

st
al

liz
at

io
n 

St
at

e 
as

 S
up

pl
ie

d
Pa

rti
al

ly
 c

ry
st

al
liz

ed
;

fin
al

 c
ry

st
al

liz
at

io
n 

do
ne

 b
y 

de
nt

al
 

la
bo

ra
to

ry

Fu
lly

 c
ry

st
al

liz
ed

Eq
ui

va
le

nt

In
 b

ot
h 

ca
se

s t
he

 fi
na

l r
es

to
ra

tio
n 

is
 fu

lly
 

cr
ys

ta
lli

ze
d.

Fl
ex

ur
al

 S
tr

en
gt

h
M

ee
ts

 IS
O

 6
87

2 
re

qu
ire

m
en

ts
 fo

r a
 T

yp
e 

II
, C

la
ss

 3
 d

en
ta

l c
er

am
ic

 m
at

er
ia

l:

M
on

ol
ith

ic
 c

er
am

ic
 fo

r s
in

gl
e-

un
it 

an
te

rio
r 

or
 p

os
te

rio
r p

ro
st

he
se

s a
nd

 fo
r t

hr
ee

-u
ni

t 
pr

os
th

es
es

 n
ot

 in
vo

lv
in

g 
m

ol
ar

 re
st

or
at

io
n 

ad
he

si
ve

ly
 o

r n
on

-a
dh

es
iv

el
y 

ce
m

en
te

d.

M
ee

ts
 IS

O
 6

87
2 

re
qu

ire
m

en
ts

 fo
r a

 T
yp

e 
II

, C
la

ss
 2

 d
en

ta
l c

er
am

ic
 m

at
er

ia
l:

M
on

ol
ith

ic
 c

er
am

ic
 fo

r s
in

gl
e-

un
it 

an
te

rio
r 

or
 p

os
te

rio
r p

ro
st

he
se

s a
dh

es
iv

el
y 

ce
m

en
te

d.
 

Eq
ui

va
le

nt

Th
e 

in
di

ca
tio

ns
 fo

r t
he

 su
bj

ec
t m

at
er

ia
l a

re
 

w
ith

in
 th

e 
sc

op
e 

of
 in

di
ca

tio
ns

 fo
r t

he
 

pr
ed

ic
at

e 
m

at
er

ia
l.

C
he

m
ic

al
 S

ol
ub

ili
ty

R
ad

io
ac

tiv
ity

M
ee

ts
 IS

O
 6

87
2 

re
qu

ire
m

en
ts

M
ee

ts
 IS

O
 6

87
2 

re
qu

ire
m

en
ts

Id
en

tic
al

T
yp

e 
/ C

la
ss

 p
er

 
IS

O
 6

87
2

Ty
pe

 II
, C

la
ss

 3
Ty

pe
 II

, C
la

ss
 2

Eq
ui

va
le

nt

Th
e 

in
di

ca
tio

ns
 fo

r t
he

 su
bj

ec
t m

at
er

ia
l a

re
 

w
ith

in
 th

e 
sc

op
e 

of
 in

di
ca

tio
ns

 fo
r t

he
 

pr
ed

ic
at

e 
m

at
er

ia
l.

St
ra

um
an

n 
U

SA
, L

LC
 

Pa
ge

 5
-3

 



Tr
ad

iti
on

al
 5

10
(k

) S
ub

m
is

si
on

 –
 S

tra
um

an
n®

 n
!c

e™
 G

la
ss

-C
er

am
ic

 B
lo

ck
s

Fe
at

ur
e

Pr
im

ar
y 

Pr
ed

ic
at

e 
D

ev
ic

e
Iv

oc
la

r 
V

iv
ad

en
t I

PS
 e

.m
ax

 C
A

D
(K

05
17

05
)

Su
bj

ec
t D

ev
ic

es
St

ra
um

an
n 

n!
ce

G
la

ss
 C

er
am

ic
 B

lo
ck

s
(K

16
02

62
)

C
om

pa
ri

so
n

D
is

cu
ss

io
n

C
oe

ff
ic

ie
nt

 o
f 

T
he

rm
al

 E
xp

an
si

on
 

(C
T

E
) 1

00
-5

00
C

 

10
.5

 x
 1

0-6
/K

H
T:

7.
1 

 x
 1

0-6
/K

LT
:

7.
2 

 x
 1

0-6
/K

Eq
ui

va
le

nt

C
TE

 is
 a

 fu
nc

tio
n 

of
 th

e 
ch

em
ic

al
 

co
m

po
si

tio
n 

of
 th

e 
m

at
er

ia
l a

nd
 is

 
pa

rti
cu

la
r i

m
po

rta
nc

e 
fo

r t
he

 c
om

pa
tib

ili
ty

 
of

 th
e 

st
ai

ns
 a

nd
 g

la
ze

s t
o 

be
 u

se
d 

in
 

co
nj

un
ct

io
n 

w
ith

 th
e 

m
at

er
ia

l.

G
la

ss
 T

ra
ns

iti
on

 
T

em
pe

ra
tu

re
 (T

g)
 

N
ot

 R
ep

or
te

d
H

T:
49

7
C

 
LT

:
49

1
C

 
U

nk
no

w
n

E
st

he
tic

 
C

ha
ra

ct
er

is
tic

s
Tr

an
sl

uc
en

cy
:

H
ig

h 
Tr

an
sl

uc
en

cy
 (H

T)
Lo

w
 T

ra
ns

lu
ce

nc
y 

(L
T)

M
ed

iu
m

 O
pa

ci
ty

 (M
O

)

Sh
ad

es
:

H
T/

LT
:  

16
 A

-D
 a

nd
 4

 B
le

ac
h

M
O

:  
5 

M
O

 0
 –

 M
O

 4

C
ol

or
 U

ni
fo

rm
ity

:  
H

om
og

en
ou

s

Fl
uo

re
sc

en
ce

:  
Pr

es
en

t

Tr
an

sl
uc

en
cy

:

H
ig

h 
Tr

an
sl

uc
en

cy
 (H

T)
Lo

w
Tr

an
sl

uc
en

cy
 (L

T)

Sh
ad

es
:

H
T/

LT
:  

6 
A

-D
 

C
ol

or
 U

ni
fo

rm
ity

:  
H

om
og

en
ou

s

Fl
uo

re
sc

en
ce

:  
Pr

es
en

t

Eq
ui

va
le

nt

Th
e 

ra
ng

e 
of

 tr
an

sl
uc

en
ci

es
 a

nd
 sh

ad
es

 o
f 

th
e 

su
bj

ec
t d

ev
ic

e 
ar

e 
w

ith
in

 th
e 

ra
ng

e 
of

fe
re

d 
fo

r t
he

 p
re

di
ca

te
 d

ev
ic

e.

B
lo

ck
 D

im
en

si
on

s
C

14
 b

lo
ck

 (1
2.

4
x 

14
.5

 x
 1

8.
0 

m
m

)
C

14
 b

lo
ck

 (1
2.

4 
x 

14
.5

 x
 1

8.
0 

m
m

)
Id

en
tic

al

M
an

dr
el

 D
es

ig
n

Th
e 

m
an

dr
el

 is
 c

om
pa

tib
le

 w
ith

 m
at

er
ia

l 
ho

ld
er

s o
fS

iro
na

 C
ER

EC
an

d 
in

La
b 

m
ill

s. 
 

Th
e 

m
an

dr
el

 is
 c

om
pa

tib
le

 w
ith

 m
at

er
ia

l 
ho

ld
er

s o
fS

iro
na

 C
ER

EC
an

d 
in

La
b 

m
ill

s 
an

d 
ot

he
r t

hi
rd

-p
ar

ty
 m

ill
s.

Id
en

tic
al

M
in

im
um

 W
al

l 
T

hi
ck

ne
ss

1.
0 

m
m

1.
0 

m
m

Id
en

tic
al

St
ra

um
an

n 
U

SA
, L

LC
 

Pa
ge

 5
-4

 


