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Genoray Co., Ltd.        September 16, 2020 

℅ Ms. Kaitlynn Min 

Business Development Manager 

Genoray America, Inc. 

147 E. Bristol Lane 

ORANGE CA  92865 

 

Re:  K200469 

Trade/Device Name:  PAPAYA 3D Premium & PAPAYA 3D Premium Plus 

Regulation Number:  21 CFR 892.1750 

Regulation Name:  Computed tomography x-ray system 

Regulatory Class:  Class II 

Product Code:  OAS, MUH 

Dated:  August 12, 2020 

Received:  August 13, 2020 

 

Dear Ms. Min: 

 

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 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) for 

http://www.fda.gov/
http://www.fda.gov/
https://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfpmn/pmn.cfm
https://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfpmn/pmn.cfm
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devices or postmarketing safety reporting (21 CFR 4, Subpart B) for combination products (see 

https://www.fda.gov/combination-products/guidance-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, 

 

 

 

     For 

Thalia T. Mills, Ph.D. 

Director 

Division of Radiological Health 

OHT7: Office of In Vitro Diagnostics 

    and Radiological Health 

Office of Product Evaluation and Quality 

Center for Devices and Radiological Health 
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DEPARTMENT OF HEAL TH AND HUMAN SERVICES 
Food and Drug Administration 

Indications for Use 

Form Approved: 0MB No. 0910-0120 

Expiration Date: 06/30/2020 

See PRA Statement below. 

51 0(k) Number (if known) 

K200469 

Device Name 
PAPAYA 3D Premium & PAPAYA 3D Premium Plus

Indications for Use (Describe) 

The X-ray unit system is a diagnostic imaging system which consists of multiple image acquisition modes; panoramic, 

cephalometric, and CBCT (Cone Beam Computed Tomography). X-ray unit system is used for dental radiographic 

examination and diagnosis of teeth, jaw, oral structures and skull. The device is to be operated and used dentists and other 

legally qualified professionals. 

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

IZJ Prescription Use (Part 21 CFR 801 Subpart D) 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 0MB number." 

FORM FDA 3881 (7/17) Page 1 of 1 PSC Publishing Setvices (301) 443-6740 EF 



E x hi bit 5  5 1 0( k) S u m m a r y  K 2 0 0 4 6 9

D at e of S u m m ar y Pr e p ar ati o n: F e br u ar y 2 1, 2 0 2 0 

1. S u b mitt e r a n d U S Offi ci al C o r r e s p o n d e nt

S u b mitt er: G E N O R A Y C o., Lt d.

A d dr ess: 5 1 2, 5 6 0, D u n c h o n- d a er o, J u n g w o n- g u, S e o n g n a m-si, G y e o n g gi- D o, K or e a

T el e p h o n e N o.: + 8 2- 3 1- 7 4 0- 4 1 0 0

F a x: + 8 2- 3 1- 7 4 0- 4 1 9 5

Offi ci al C orr es p o n d e nt ( U. S): K aitl y n n Mi n - B u si n ess M a n a g er 

C orr es p o n d e nt: G E N O R A Y A m eri c a I n c. 

A d dr ess: 1 4 7 E. Bri st ol L a n e, Or a n g e, C A 9 2 8 6 5 U S A 

T el e p h o n e N o.: + 1- 8 5 5- 4 3 6- 6 7 2 9 

F a x: + 1- 7 1 4- 7 8 6- 8 9 1 9 

E m ail: k aitl y n n @ g e n or a y a m eri c a. c o m 

2. E st a bli s h m e nt R e gi st r ati o n N u m b e r

: 3 0 0 5 8 4 3 4 1 8 

3. D e vi c e I nf o r m ati o n 

P r o d u ct/ T r a d e N a m e: P A P A Y A 3 D Pr e mi u m & P A P A Y A 3 D Pr e mi u m Pl us

5 1 0( k) N u m b e r: K 2 0 0 4 6 9

C o m m o n N a m e: C o m p ut e d T o m o gr a p h y X-r a y S yst e m

Cl a ssifi c ati o n N a m e: C o m p ut e d T o m o gr a p h y X-r a y S yst e m

Cl a ssifi c ati o n p a n el: R a di ol o g y 

R e g ul ati o n n u m b e r: 2 1 C F R 8 9 2. 1 7 5 0

D e vi c e Cl a ss: Cl a ss II

P ri m a r y P r o d u ct c o d e: O A S 

S e c o n d a r y p r o d u ct c o d e: M U H 

4. P r e di c at e D e vi c e ( E q ui v al e nt L e g all y M a r k et e d D e vi c e) 

P A P A Y A 3 D Pl u s ( K 1 5 0 3 5 4, G E N O R A Y C o., Lt d)

5. D e s c ri pti o n of t h e D e vi c e

T h e pr o p os e d d e vi c e P A P A Y A 3 D Pr e mi u m & P A P A Y A 3 D Pr e mi u m Pl u s t h e c o m p ut e d t o m o gr a p h y x-r a y s yst e m w hi c h c o n si st s of i m a g e 

a c q ui siti o n m o d es; p a n or a m a, c e p h al o m etri c, a n d c o m p ut e d t o m o gr a p h y. T h e diff er e n c e b et w e e n P A P A Y A 3 D Pr e mi u m a n d P A P A Y A 3 D 

Pr e mi u m Pl u s i s o nl y o pti o n al of t h e c e p h al o m etri c d et e ct or. It d esi g n e d f or d e nt al r a di o gr a p h y of t h e or al a n d cr a ni of a ci al a n at o m y s u c h a s t e et h, 

j a ws a n d or al str u ct ur es. T h e d e vi c e wit h c e p h al o m etri c d et e ct or i s n a m e d P A P A Y A 3 D Pr e mi u m Pl u s a n d t h e d e vi c e wit h o ut c e p h al o m etri c 

d et e ct or i s n a m e d P A P A Y A 3 D Pr e mi u m. 

T h e pr o p os e d d e vi c e ar e c o m p os e d of fl at p a n el x-r a y d et e ct ors w hi c h ar e b a s e d o n C M O S, a n d T F T d et e ct or t y p es a n d di vi d e d i n t o C T, 

p a n or a mi c a n d c e p h al o m etri c r a di o gr a p h y, a n d x-r a y t u b e. C M O S, a n d T F T d et e ct ors ar e u s e d t o c a pt ur e s c a n n e d i m a g e f or o bt ai ni n g di a g n osti c 

i nf or m ati o n f or cr a ni of a ci al s ur g er y or ot h er tr e at m e nt s. A n d it als o pr o vi d es 3 D di a g n osti c i m a g es of t h e a n at o mi c str u ct ur es b y a c q uiri n g 

3 6 0 °r ot ati o n al i m a g e s e q u e n c es of or al a n d cr a ni of a ci al ar e a.

6. I n di c ati o ns f o r us e (i nt e n d e d us e) 

P a g e  1/ 3

T h e X-r a y u nit s yst e m i s a di a g n osti c i m a gi n g s yst e m w hi c h c o n si st s of m ulti pl e i m a g e a c q ui siti o n m o d es; p a n or a mi c, c e p h al o m etri c, a n d C B C T 
( C o n e B e a m C o m p ut e d T o m o gr a p h y). X-r a y u nit s yst e m i s us e d f or d e nt al r a di o gr a p hi c e x a mi n ati o n a n d di a g n osi s of t e et h, j a w, or al str u ct ur es
a n d s k ull. T h e d e vi c e i s t o b e o p er at e d a n d u s e d b y d e nti st s a n d ot h er l e g all y q u alifi e d pr of es si o n als.



7. S u bst a nti al e q ui v al e n c e c h a rt 

Crit eri a Pr o p o s e d D e vi c e Pr e di c at e D e vi c e 

N a m e
P A P A Y A 3 D Pr e mi u m & 

P A P A Y A 3 D Pr e mi u m Pl us 
P A P A Y A 3 D Pl us 

M a n uf a ct ur er G E N O R A Y C o., Lt d. G E N O R A Y C o., Lt d.
5 1 0( k) N o. K 2 0 0 4 6 9 K 1 5 0 3 5 4

Fi g ur e

< P A P A Y A 3 D Pr e mi u m > < P A P A Y A 3 D Pr e mi u m Pl us >

I n di c ati o ns 

f or us e

T h e X- r a y u nit s yst e m is a di a g n o sti c i m a gi n g s yst e m w hi c h c o nsist s of 

m ulti pl e i m a g e a c q uisiti o n m o d e s; p a n or a mi c, c e p h al o m etri c, a n d C B C T 

( C o n e B e a m C o m p ut e d T o m o gr a p h y). X-r a y u nit s yst e m is use d f or d e nt al 

r a di o gr a p hi c e x a mi n ati o n a n d di a g n o sis of t e et h, j a w, or al str u ct ur es a n d 

s k ull. T h e d e vi c e is t o b e o p er at e d a n d us e d b y d e ntist s a n d ot h er l e g all y 

q u alifi e d pr of es si o n als.

P A P A Y A 3 D Pl us is a di git al p a n or a mi c, c e p h al o m etri c a n d t o m o gr a p hi c

e xtr a- or al X-r a y s yst e m, 

i n di c at e d f or us e i n:

(i) Pr o d u ci n g p a n or a mi c X-r a y i m a g es of t h e m a xill of a ci al ar e a, f or 

di a g n o sti c e x a mi n ati o n of d e ntiti o n (t e et h), j a ws a n d or al str u ct ur es; a n d

(ii) Pr o d u ci n g r a di o gr a p hs of j a ws, p art s of t h e s k ull a n d c ar p u s f or t h e 

p ur p o s e of c e p h al o m etri c e x a mi n ati o n, w h e n e q ui p p e d wit h t h e 

c e p h al o m etri c ar m;

(iii) Pr o d u ci n g t o m o gr a p hi c i m a g es of t h e or al a n d m a xill of a ci al str u ct ur e, 

f or di a g n o sti c e x a mi n ati o n of d e ntiti o n (t e et h), j a ws, or al str u ct ur es a n d 

s o m e cr a ni al b o n es if e q ui p p e d wit h C B C T o pti o n. 

T h e s yst e m a c c o m plis h es t o m o gr a p hi c e x a m b y a c q uiri n g a 3 6 0- d e gr e e 

r ot ati o n al X-r a y s e q u e n c e of i m a g es a n d r e c o nstr u cti n g a t hr e e- di m e nsi o n al 

m atri x of t h e e x a mi n e d v ol u m e, pr o d u ci n g t w o - di m e nsi o n al vi e ws of t his 

v ol u m e a n d dis pl a yi n g b ot h t w o di m e nsi o n al i m a g es a n d t hr e e- di m e nsi o n al 

r e n d eri n gs

P erf or m a n c e S p e cifi c ati o n
P a n or a mi c

C o m p ut e d t o m o gr a p h y

P a n or a mi c

C e p h al o m etri c

C o m p ut e d t o m o gr a p h y

P a n or a mi c

C e p h al o m etri c

C o m p ut e d t o m o gr a p h y

I n p ut V olt a g e 1 0 0 - 2 4 0 V ~, 5 0/ 6 0 H z 1 0 0 - 2 4 0 V ~, 5 0/ 6 0 H z 1 0 0- 1 2 0 V ~, 5 0/ 6 0 H z

T u b e V olt a g e 6 0 - 9 0 k V 6 0 - 9 0 k V 6 0- 9 0 k V

T u b e C urr e nt 4 - 1 2 m A 4 - 1 2 m A 4- 1 2 m A

F o c al S p ot Si z e 0. 5 m m 0. 5 m m 0. 5 m m

E x p o s ur e Ti m e P a n or a m a: m a x 1 7 s e c.
C B C T: m a x 2 4s e c

P a n or a m a: m a x 1 7 s e c.
C e p h al o m etri c: m a x 1 5. 5 s e c.
C B C T : m a x. 2 4s e c

P a n or a m a: m a x 1 7s e c .
C e p h al o m etri c: m a x 1 2s e c .
C B C T : m a x. 1 5s e c .

I m a g e R e c e pt or

P a n o r a mi c i m a g e r e c e pt o r:

- E xt or- P ( K 1 5 0 3 5 4)

C B C T i m a g e r e c e pt o r: 

- D u al R a y- S ( K 1 5 0 3 5 4)
- F X D D- 0 6 0 6 C A ( K 1 8 2 8 0 5) 

- F X D D- 0 9 0 9 G A

P a n o r a mi c i m ag e r e c e pt o r :

- E xt or- P ( K 1 5 0 3 5 4)

C e p h al o m et ri c i m a g e r e c e pt o rs:

- E xt or- C ( K 1 5 0 3 5 4)
- F X D D- 1 0 1 2 C A

C B C T i m a g e r e c e pt o rs: 

- D u al R a y- S ( K 1 5 0 3 5 4)
- F X D D- 0 6 0 6 C A ( K 1 8 2 8 0 5) 

- F X D D -0 9 0 9 G A

P a n o r a mi c i m a g e r e c e pt o r: 

- E xt or- P

C e p h al o m et ri c i m a g e r e c e pt o r: 

- E xt or- C

C B C T i m a g e r e c e pt o r: 

- D u al R a y- S

I m a g e pr o c essi n g S oft w ar e Tri a n a ( K 1 0 3 1 8 2), T h ei a ( o pti o n al) Tri a n a ( K 1 0 3 1 8 2), T h ei a ( o pti o n al) Tri a n a ( K 1 0 3 1 8 2)

R es ult 

T h e pr o p o s e d d e vi c e, P A P A Y A 3 D Pr e mi u m & P A P A Y A 3 D Pr e mi u m Pl us, w as d e v el o p e d fr o m t h e pr e di c at e d e vi c e P A P A Y A 3 D Pl us ( K1 5 0 3 5 4), a n d 

m o difi c ati o ns ar e c h a n gi n g of i n p ut p o w er, a d diti o n of d et e ct or, a d diti o n of i m a g e pr o c essi n g s oft w ar e, a n d mi n or e xt er n al d e si g n c h a n g es. A c c or di n gl y, t h e 

c h ar a ct eristi cs of t h e pr o p o s e d d e vi c e is i d e nti c al or si mil ar t o t h o s e of t h e pr e di c at e d e vi c e r e g ar di n g X- r a y g e n er ati o n d e vi c e c h ar a ct eristi cs i n cl u di n g t u b e 

v olt a g e, t u b e c urr e nt, f o c al s p ot si z e.

Fir st of all, t h e i n p ut v olt a g e ( p o w er r ati n g) of Pr e di c at e d e vi c e w as 1 0 0 - 1 2 0 V ~, 5 0/ 6 0 H z, h o w e v er d u e t o c h a n g es of t h e p o w er b o ar d, pr o p o s e d d e vi c e is 

a v ail a bl e t o 1 0 0 - 2 4 0 V ~, 5 0/ 6 0 H z.

S e c o n d, t h e pr o p o s e d d e vi c e h as s a m e d et e ct or wit h pr e di c at e d e vi c e w hi c h ar e D u al R a y - S ( C T d et e ct or), E xt or-C ( c e p h al o m etri c d et e ct or), E xt or -P

( p a n or a mi c d et e ct or), a n d a d diti o n all y pr o p o s e d d e vi c e h a s F X D D- 1 0 1 2 C A ( c e p h al o m etri c d et e ct or), F X D D- 0 6 0 6 C A ( C T d et e ct or), a n d F X D D- 0 9 0 9 G A ( C T 

d et e ct or). H o w e v er c e p h al o m etri c d et e ct or s ( E xt or - C, a n d F X D D- 0 9 0 9 G A) ar e o nl y a v ail a bl e f or P A P A Y A 3 D Pl us a n d P A P A Y A 3 D pr e mi u m Pl us. O v er all 

P A P A Y A 3 D Pr e mi u m h as o n e o pti o n f or p a n or a mi c d et e ct or, a n d t hr e e t y p e s of C T d et e ct or s a n d P A P A Y A 3 D Pr e mi u m Pl u s h a s o n e o pti o n f or p a n or a mi c 

d et e ct or, t w o o pti o ns f or c e p h al o m etri c d et e ct or s, a n d t hr e e t y p es of C T d et e ct or s. A d diti o n all y, t h e F X D D- 0 6 0 6 C A d et e ct or h as b e e n cl e ar e d u n d er K 1 8 2 8 0 5, 

R C T 8 0 0. 

T hir d, t h e pr e di c at e d e vi c e c a n b e us e d wit h i m a g e pr o c essi n g s oft w ar e, Tri a n a, o nl y. T h e pr o p o s e d d e vi c e c a n b e us e d wit h s a m e s oft w ar e, Tri a n a, or n e wl y 

d e v el o p e d i m a g e pr o c essi n g s oft w ar e, T h e i a. T h e diff er e n c e b et w e e n Tri a n a a n d T h ei a is o nl y UI, a n d t h e T h ei a w a s d e v el o p e d f or m ar k eti n g p ur p o s e o nl y. 

T h ei a w as v ali d at e d t hr o u g h o ut E N 6 2 3 0 4: 2 0 0 6/ A C: 2 0 0 8. \

F o urt h, t h e mi n or e xt er n al d e si g n of t h e pr o p o s e d d e vi c e h as c h a n g e d c o m p ari n g pr e di c at e d e vi c e. T h e p ati e nt s u p p orti n g ar e a c a n b e f ol d a bl e, t h e e m er g e n c y 

s wit c h o n t h e p ati e nt s u p p orti n g ar e a h as b e e n m o v e d fr o m d o w nsi d e t o u psi d e, t h e st or a g e b o x h as b e e n a d d e d, a n d t h e pl a sti c e n cl o s ur e d esi g n h as c h a n g e d.

P a g e  2/ 3



8.  S af et y, E M C a n d P e rf o r m a n c e d at a c o m p a ri s o n t o P r e di c at e 

 
Si n c e el e ctri c al a n d m e c h a ni c al p erf or m a n c e of t h e pr o p os e d d e vi c e h a s c h a n g e d, s u c h a s i n p ut v olt a g e, a d diti o n al d et e ct or o pti o n s, a d diti o n al 
i m a g e pr o c essi n g s oft w ar e o pti o n, e xt er n al d esi g n, c o m p ari n g t o pr e di c at e d e vi c e t h e s af et y a n d E M C t est w a s p erf or m e d t hr o u g h o ut I E C 6 0 6 0 1-
1, I E C 6 0 6 0 1- 1- 3, I E C 6 0 6 0 1- 1- 6, I E C 6 0 6 0 1- 2- 6 3, a n d I E C 6 0 6 0 1- 1- 2 t o mi ni mi z e el e ctri c al, m e c h a ni c al a n d r a di ati o n h a z ar d s. 
 
F or t h e a d diti o n al s oft w ar e, T h ei a, s a v es t h e p ati e nt i m a g e d at a a n d off ers a n i n q uir y f u n cti o n i n a d diti o n, s u p p ort s t h e i m a g e pr o c essi n g f u n cti o n 
i nt e n d e d t o o bt ai n i m a g es b y u si n g t h e P A P A Y A 3 D Pr e mi u m & P A P A Y A 3 D Pr e mi u m Pl us a n d d et e ct or o pti o n s f or di a g n osi s. A n d h a s b e e n 
v ali d at e d a c c or di n g t o N E M A P S 3. 1- 3. 2 0. DI C O M, F D A G ui d a n c e " G ui d a n c e f or t h e C o nt e nt of Pr e m ar k et S u b mi ssi o n s f or S oft w ar e C o nt ai n e d 
i n M e di c al d e vi c es ", F D A G ui d a n c e " G ui d a n c e f or t h e c o nt e nt of pr e m ar k et s u b mi ssi o n s f or m a n a g e m e nt of c y b er s e c urit y" t o e n s ur e s u b st a nti al 
e q ui v al e n c e. T h e s oft w ar e, t h e s oft w ar e w o ul d n ot 
dir e ctl y r es ult i n s eri o us i nj ur y or d e at h t o t h e p ati e nt or o p er at or.  
 
F or t h e n e wl y a d d e d C B C T i m a g e r e c e pt or ( F X D D- 0 9 0 9 G A), a n d C e p h al o m etri c i m a g e r e c e pt or ( F X D D- 1 0 1 2 C A) it h a s b e e n v ali d at e d 
a c c or di n g t o F D A " G ui d a n c e f or t h e s u b mi ssi o n s of 5 1 0( k)'s f or S oli d St at e X-r a y I m a gi n g D e vi c es " a s cli ni c al c o n si d er ati o n s, a n d t h e cli ni c al 
i m a g es w er e e v al u at e d b y t h e U S b o ar d- c ertifi e d or al s ur g e o n. T hr o u g h o ut t h e e v al u ati o n b y or al s ur g e o n, t h e i m a g e q u alit y of t h e pr o p os e d 
d e vi c e wit h n e wl y a d d e d d et e ct ors ar e w ell e n o u g h t o di a g n os a bl e a n d m e et it s i n di c ati o n s f or u s e.  
F urt h er m or e, t h e i m a gi n g p erf or m a n c e of n e wl y a d d e d C B C T i m a g e r e c e pt or ( F X D D- 0 9 0 9 G A) s u c h a s g a ntr y p ositi o ni n g a c c ur a c y, I n- pl a n e 
u nif or mit y, S p ati al R es ol uti o n, R e c o n str u cti o n s e cti o n t hi c k n ess, N oi s e, C o ntr a st t o N oi s e R ati o, G e o m etri c Dist orti o n, a n d M et al Artif a ct s a n d 
C e p h al o m etri c i m a g e r e c e pt or ( F X D D- 1 0 1 2 C A) s u c h a s Li n e p air r es ol uti o n, a n d L o w c o ntr a st r es ol uti o n w a s t est e d wit h p h a nt o ms t o v ali d at e 
it s p erf or m a n c e. Att a c h m e nt X E v al u ati o n of P A P A Y A 3 D 
Pr e mi u m & P A P A Y A 3 D Pr e mi u m Pl u s i m a g es  Att a c h m e nt I X S oli d St at e X-r a y 
I m a gi n g D e vi c e  
 
O v er all t h e m o difi c ati o n s fr o m t h e pr e di c at e d e vi c e w er e c o m pl et e d i n a c c or d a n c e G E N O R A Y q u alit y m a n a g e m e nt s yst e m d esi g n c o ntr ols. A 
ri s k a n al ysi s, v ali d ati o n t esti n g a n d D e cl ar ati o n of C o nf or mit y t o D esi g n C o ntr ols w er e s u b mitt e d t o s u p p ort t h e s u b st a nti al e q ui v al e n c e of t h e 
m o difi e d pr o p os e d d e vi c e. T h e r es ult s of t h e m i n di c at e t h at t h e m o difi e d pr o p os e d d e vi c e i s a s s af e a n d eff e cti v e as t h e pr e di c at e d e vi c es. 

 
9. C o n cl usi o n 

P a g e  3/ 3

Pr o p os e d d e vi c e h a s t h e s a m e i n di c ati o n f or u s e a s t h e pr e di c at e d e vi c e. A n d t h er e h a v e b e e n n o c h a n g es t h at i m p a ct eit h er t h e f u n d a m e nt al 
t e c h n ol o g y or t h e i n di c ati o n s f or u s e. T h e pr o p os e d d e vi c e wit h m o difi c ati o ns o utli n e d i n t hi s Pr e m ar k et N otifi c ati o n is s u b st a nti all y e q ui v al e nt t o 
t h e c urr e ntl y c o m m er ci all y a v ail a bl e pr e di c at e d e vi c e. 


