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Dear Jean-Francois Clemence:

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 Notific ation 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 
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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/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, 
 
 
 
 
 
Shu-Chen Peng, Ph.D. 
Assistant Director 
DHT1C: 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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510(k) Summary 

510(k) Numbe r: K203486 

 

This  s ummary of 510(k) s a fe ty a nd e ffe ctive nes s  informa tion is  s ubmitte d in a ccorda nce  with the  

re quire me nts  of 21 CFR §807.92. 

I. SUBMITTER 

Ma nufa cture r:   CAS cina tion AG 

S te ige rhube ls tra s s e  3 

CH-3008 Be rn 

S witze rla nd 

Te l: +41 31 632 0440 

Fa x: +41 31 552 04 41 

Conta ct P e rs on: Dr. J e a n-François  Clé mence  

He a d of Regula tory a nd Clinica l Affa irs  

Da te  P re pa re d: Augus t 20, 2021 (ve rs ion 5) 

 

II. SUBJECT DEVICE 

De vice  Na me : OTOP LAN  

Cla s s ifica tion Na me : Me dica l Image  Ma na geme nt a nd P roce s s ing S ys te m 

Re gula tion:  892.2050 

Re gula tory Cla s s : Cla s s  II 

P roduct Code :  QQE 

 

III. PREDICATE DEVICE 

P rimary P redica te  Device  

Compa ny:  S urgica l Thea te r, Inc. 

De vice  na me :   S uRgica l P la nne r (S RP ) Bra inS torm 

510(k) numbe r:  K201465 
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Re fe re nce  De vice  

Compa ny:  Bra inla b AG 

De vice  na me :  iP la n (iP la n Cra nia l, iP lan S te re ota xy, iP la n ENT, iP la n CMF, iP la n Vie w, 

iP la n S pine ) 

510(k) numbe r:  K113732 

IV. DEVICE DESCRIPTION 

OTOPLAN consolidates a DICOM viewer, ruler function, and calculator function into one software platform. 
The user can 

• import DICOM-conform medical images and view these images. 
• navigate through the images and segment ENT-relevant structures (semi-automatic), which can be 

highlighted in the 2D images and 3D view. 
• use a virtual ruler to geometrically measure distances and a calculator to apply established 

formulae to estimate cochlear length and frequency. 
• create a virtual trajectory, which can be displayed in the 2D images and 3D view. 
• identify electrode array contacts of a cochlear implant to assess electrode insertion and position. 
• input audiogram-related data that were generated during audiological testing with a standard 

audiometer and visualize them in OTOPLAN. 

OTOPLAN allows the visualization of third-party information, that is, a cochlear implant electrode array 
portfolio. 

The information provided by OTOPLAN is solely assistive and for the benefit of the user. All tasks performed 
with OTOPLAN require user interaction; OTOPLAN does not alter data sets but constitutes a software 
platform to perform tasks that are otherwise performed manually. Therefore, the user is required to have 
clinical experience and judgment. 

 
OTOPLAN is designed to run on a PC and requires the 64 bit Microsoft Windows 10 operating system. A 
PDF Reader such as Adobe Acrobat is recommended to access the instructions for use. 
For computation and usability purposes, the software is designed to be executed on a computer with touch 
screen capabilities. The minimum hardware requirements are: 

• 12.3in wide screen 
• 8GB of RAM 
• 2 core CPU (such as a 5th generation i5 or i7) 
• dedicated GPU with OpenGL 4.0 capabilities 
• 250GB hard drive 

 

V. INDICATIONS FOR USE 

OTOP LAN is  inte nde d to be  us e d by otologis ts  a nd ne urotologis ts  a s  a  s oftwa re  inte rface  a llowing 

the  dis pla y, s e gme nta tion, a nd trans fe r of medica l ima ge  da ta  from me dica l CT, MR, a nd XA 
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ima ging s ys te ms  to inves tiga te  a na tomy re le va nt for the  preope ra tive  pla nning a nd pos tope ra tive  

a s s e s s me nt of otologica l a nd ne urotologica l proce dure s  (e .g., cochle a r impla nta tion). 

VI. COMPARISON OF TECHNOLOGICAL CHARACTERISTICS WITH THE 

PREDICATE DEVICE 

The  following cha racte ris tics  we re  compa re d be twe e n the  s ubje ct device  a nd the  predica te  device  

in orde r to de mons tra te  s ubs ta ntia l e quiva le nce : 

• Inte nde d us e  - Both the  s ubje ct and pre dica te  de vice s  have  the  s a me  inte nde d us e  to 

pla n s urgica l proce dure s  in the  he a d a nd neck a re a  by me dica l profe s s iona ls . 

• De s ign Fe a ture s  – The  pre dica te  a nd s ubje ct de vice  de s ign fe a ture s  & module s  a re  

s umma rize d in the  Ta ble  1. 

• Ene rgy S ource  – Not a pplica ble  be ca us e  both a re  s oftwa re  de vice s . 

• Ma te ria ls  – Not a pplica ble , be ca us e  both a re  s oftwa re  device s  a nd do not ha ve  pa tie nt 

conta ct.  

• P e rforma nce  Tes ting – Huma n Factors  & Us a bility Va lida tion, S oftwa re  De s ign V&V a nd 

docume nta tion, forma l Inte rna l Tes ting we re  done  with both the  pre dica te  a nd s ubje ct 

de vice s  

 

Ta ble  1 – S umma ry S ubs ta ntia l Equiva le nce  Compa ris on to pre dica te  device s :  

Ite m S ubje ct De vice  

(OTOP LAN) 

P re dica te  De vice  

S uRgica l P la nne r (S RP ) 

Bra inS torm K201465 

Re fe re nce  De vice  (iP la n) 

K113732 

Conclus ion 

Re gula tion 

Numbe r 

Re gula tion Numbe r: 21 

CFR 892.2050 

P roduct Code : … 

Re gula tion Numbe r: 21 

CFR 892.2050 

P roduct Code : LLZ 

Re gula tion Numbe r: 21 

CFR 892.1750 

P roduct Code : J AK, LLZ 

 S a me  

Both the  

s ubje ct a nd 

pre dica te  

de vice s  ha ve  

the  s a me  

re gula tion 

numbe r 

Inte nde d Us e  

Inte nde d Us e  P la n s urgica l proce dure s  in 

the  he a d a nd ne ck a re a  by 

me dica l profe s s iona ls  

P la n s urgica l proce dure s  

in the  he a d a nd ne ck a re a  

by me dica l profe s s iona ls  

P la n s urgica l proce dure s  in 

the  he a d a nd ne ck a re a , a nd 

othe r a na tomy by me dica l 

profe s s iona ls  

 S a me  

Both the  

s ubje ct a nd 

pre dica te  

de vice  ha ve  the  
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s a me  inte nde d 

us e  

Indica tions  

for us e  

s ta te me nt 

OTOP LAN is  inte nde d to 

be  us e d by otologis ts  a nd 

ne urotologis ts  a s  a  

s oftwa re  inte rfa ce  a llowing 

the  dis pla y, s e gme nta tion, 

a nd tra ns fe r of me dica l 

ima ge  da ta  from me dica l 

CT, MR, a nd XA ima ging 

s ys te ms  to inve s tiga te  

a na tomy re le va nt for the  

pre ope ra tive  pla nning a nd 

pos tope ra tive  a s s e s s me nt 

of otologica l a nd 

ne urotologica l proce dure s  

(e .g., cochle a r 

impla nta tion). 

The  S uRgica l P la nne r 

(S RP ) Bra inS torm is  

inte nde d for use  a s  a  

s oftwa re  inte rfa ce  a nd 

ima ge  s e gme nta tion 

s ys te m for the  tra ns fe r of 

ima ge  informa tion from a  

CT, MR, or X-ra y 3D 

Angiogra phy (XA) me dica l 

s ca nne r to a n output file . 

It ca n a ls o be  us e d for 

pre -ope ra tive  pla nning a nd 

s urgica l tra ining in a  

virtua l e nvironme nt.  

 

iP la n's  indica tions  for us e  a re  the  

viewing, pre s e nta tion a nd 

docume nta tion of me dica l 

ima ging, including diffe re nt 

module s  for ima ge  proce s s ing, 

ima ge  fus ion, a tla s  a s s is te d 

vis ua liza tion a nd s e gme nta tion, 

intra ope ra tive  functiona l pla nning 

whe re  the  output ca n be  us e d 

e .g. with s te re ota ctic ima ge  

guide d s urge ry or othe r de vice s  

for furthe r proce s s ing a nd 

vis ua liza tion. Example  proce dure s  

include  but a re  not limite d to: 

- P la nning a nd s imula tion of 

cra nia l s urgica l proce dure s  s uch 

a s  tumor re s e ction, s hunt 

pla ce me nt, minima l-inva s ive  

s te re ota ctic inte rve ntions , biopsy, 

pla nning a nd s imula tion of 

tra je ctorie s  for s timula tion a nd 

e le ctrode  re cording 

- ENT proce dure s  s uch a s  s inus  

s urge ry, tumor s urge ry 

- S pine  proce dure s  s uch a s  

tumor s urge ry, pe dicle  s cre w 

pla nning, ve rte bropla s ty 

pla nning 

- P la n View is  a n a pplica tion 

which is  inte nde d to be  us e d for 

re vie wing e xis ting 

tre a tme nt pla ns  

-P la nning a nd s imula tion of 

cra nlo-ma xillofacia l proce dure s  

Typica l us e rs  of iP la n a re  

me dica l profe s s iona ls , including 

but not limite d to s urge ons  a nd 

ra diologis ts . 

 S a me  

Both the  

s ubje ct a nd 

pre dica te  

de vice s  ha ve  

the  s a me  

inte nde d us e  to 

pla n s urgica l 

proce dure s  in 

the  he a d a nd 

ne ck a re a  by 

me dica l 

profe s s iona ls  

Us e r Me dica l profe s s iona ls  Me dica l profe s s iona ls  Me dica l profe s s iona ls   S a me  

Te chnica l Cha ra cte ris tics  

Type  S ta nda lone  S oftwa re . 

Doe s  not 

control the  functions  or 

pa ra me te rs  of a ny 

me dica l de vice  

S ta nda lone  S oftwa re . 

Doe s  not 

control the  functions  or 

pa ra me te rs  of a ny 

me dica l de vice  

S ta nda lone  S oftwa re . 

Doe s  not 

control the  functions  or 

pa ra me te rs  of a ny me dica l 

de vice  

 S a me  
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Ope ra ting 

S ys te m 

Windows  10 Windows  Windows  7, 8, 10  S a me  

Functions  •  Da ta  Ma na ge me nt 

•  Vie wing 

•  3D re cons truction 

•  Tra je ctory P la nning 

•  Da ta  Ma na ge me nt 

•  Vie wing 

•  3D re cons truction 

•  Tra je ctory P la nning 

•  Da ta  Ma na ge me nt 

•  Vie wing 

•  3D re cons truction 

•  Tra je ctory P la nning 

 S a me  

 •  P a tie nt/Ima ge  

Informa tion (incl. 

otologica l informa tion) 

•  P a tie nt/Ima ge  

Informa tion (incl. 

bra inwa ve  informa tion) 

•  P a tie nt/Ima ge  

Informa tion  

 Diffe re nt 

te chnologica l 

cha ra cte ris tic: 
 No que s tion of 

s a fe ty a nd 

e ffe ctive ne s s  is  

ra is e d 

Ma te ria l NA NA NA  S a me  

Ene rgy 

S ource  

NA NA NA  S a me  

P e rforma nce  

Te s ting 

Huma n Fa ctors  a nd 

Us a bility Va lida tion 

S oftwa re  de s ign 

ve rifica tion a nd 

va lida tion a nd 

docume nta tion (the  

s oftwa re  for this  de vice  

wa s  cons ide re d a  

“mode ra te ” le ve l of 

conce rn.) 

Forma l Inte rna l Te s ting 

S ta nda rds  

Huma n Fa ctors  a nd 

Us a bility Va lida tion 

S oftwa re  de s ign 

ve rifica tion a nd 

va lida tion a nd 

docume nta tion (the  

s oftwa re  for this  de vice  

wa s  cons ide re d a  

“mode ra te ” le ve l of 

conce rn.) 

Forma l Inte rna l Te s ting 

S ta nda rds  

Huma n Fa ctors  a nd 

Us a bility Va lida tion 

S oftwa re  de s ign 

ve rifica tion a nd va lida tion 

a nd docume nta tion  

Forma l Inte rna l Te s ting 

S ta nda rds  

 S a me  

 

Te chnologica l Diffe re nces : 

The  s ubject, pre dica te  and re fe re nce  device  a ll provide  gene ra l pa tie nt/ima ge  informa tion a nd 

s pe cific pa tie nt informa tion. The  diffe re nce  in the  s ubje ct de vice  is  tha t it provide s  s pecific 

otologica l informa tion s uch a s  the  e s tima tion of the  cochlea  le ngth, a  fre que ncy ma p, dis play 

a udiogra m re la te d da ta  a nd ca ta logue  informa tion. 

The  e s tima tion of the  cochle a r le ngth a nd fre que ncy ma p is  ba s e d on a  ma nua l 2D me a s ure me nt 

by the  us e r a nd the  a pplica tion of publis he d formula s . The  s a me  e s tima tion is  pos s ible  with the  
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pre dica te  a nd re fe re nce  de vice  by ca ring out the  2D me as ureme nt in the  s oftwa re  a nd the n us ing 

a n e xte rna l tool to a pply the  publis he d formula . CAS CINATION ca rrie d out a  te s t of the  2D 

me a s ure me nt a ccording to inte rna l s ta nda rds  with both the  s ubje ct a nd re fe re nce  de vice . 

Additiona lly, CAS CINATION ca rrie d out s pe cific s oftwa re  te s ts  to confirm the  correct ca lcula tion 

a ccording to the  publis he d formula  a nd dis pla y of the  informa tion. 

The  dis pla y of a udiogram re la te d da ta  (ma nua lly input by the  us e r) a nd ca ta logue  informa tion 

ha s  be e n ve rifie d by s pe cific s oftwa re  ve rifica tion te s ts  to confirm the  correct dis pla y of the  

informa tion. 

All te s ts  have  be e n pa s s e d a nd de mons tra te  tha t no ques tion on s a fe ty a nd e ffe ctive ne s s  is  

ra is e d by this  te chnologica l diffe re nce . 

S a me  a s  with the  pre dica te  a nd s ubje ct de vice  huma n factors  a nd us ability va lida tion, s oftwa re  

de s ign ve rifica tion a nd va lida tion a nd forma l inte rna l te s ting ha s  be e n ca rrie d out with the  s ubject 

de vice  to demons tra te  the  s a fe ty a nd e ffe ctive ne s s  of the  ove ra ll de vice . 

 

Conclus ion – Comparis on of the  te chnologica l cha ra cte ris tics : 

The  s ubje ct de vice  is  e quiva le nt to the  pre dica te  de vice  with re ga rd to inte nde d us e , s a fe ty a nd 

e ffica cy. This  conclus ion is  ba s e d upon a  compa ris on of inte nde d us e , te chnologica l cha ra cte ris tics  

a nd non-clinica l pe rformance  te s ting. 

 

VII. PERFORMANCE DATA 

The  following pe rforma nce  da ta  we re  provide d in s upport of the  s ubs ta ntia l e quiva le nce  

de te rmina tion. 
 

Biocompa tibility Te s ting 

Not Applica ble  to the  s ubje ct device , be ca us e  the  de vice  is  s ta nd-a lone  s oftwa re . 
 

Ele ctrica l s a fe ty a nd e le ctroma gne tic compa tibility (EMC) 

Not Applica ble  to the  s ubje ct device , be ca us e  the  de vice  is  s ta nd-a lone  s oftwa re . 
 

Me cha nica l a nd Acous tic Te s ting 

Not Applica ble  to the  s ubje ct device , be ca us e  the  de vice  is  s ta nd-a lone  s oftwa re . 
 

S oftwa re  Ve rifica tion a nd Va lida tion Te s ting 

S oftwa re  ve rifica tion a nd va lida tion te s ting we re  provide d to de mons tra te  s a fe ty a nd e fficacy of 

the  s ubje ct device . S oftwa re  va lida tion a nd docume nta tion was  pre pa re d according to the  
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“Guida nce  for the  Conte nt of P re ma rke t S ubmis s ions  for S oftwa re  Conta ined in Me dica l Device s ” 

(Ma y 11, 2005). 

This  includes  a  haza rd a na lys is , a nd the  pote ntia l ha za rds  ha ve  be e n cla s s ifie d a s  a  mode ra te  

le ve l of conce rn s imila r to the  pre dica te  de vice . 
 

Huma n Fa ctors  a nd Us ability Va lida tion 

Huma n Factors  a nd Us ability va lida tion was  ca rrie d out a ccording to the  FDA guida nce  “Applying 

Huma n Factors  a nd Us ability Engine e ring to Medica l Device s  – Guida nce  for Indus try a nd Food 

a nd Drug Adminis tra tion S ta ff (2016-02)” a nd inte rna tiona l s ta nda rd “AAMI / ANS I / IEC 62366-

1:2015, Me dica l Device s  - P a rt 1: Applica tion Of Us a bility Engine e ring To Me dica l De vice s ”. The  

Huma n Factors  a nd Us ability Va lida tion include s  a  s umma tive  e va lua tion to be  ca rrie d out in the  

US  with15 us e rs  from ea ch us e r group. OTOP LAN has  be en found to be  s a fe  a nd e ffective  for 

the  inte nde d us e rs , us e s  a nd us e  e nvironme nts .  

Inte rna l Te s t S ta nda rds  

Inte rna l Tes t P rotocols  we re  exe cute d a nd docume nte d in te s t Re ports  to de mons tra te  pe rforma nce  

cha racte ris tics  of OTOP LAN. This  include d te s ts  with da ta  s e ts  with known dimens ions  which 

we re  loa de d into OTOP LAN a nd re s ults  compa re d to the  know dime ns ion. The  re s ults  we re  in 

the  expe cte d ra nge . The  inte rna l te s ts  de mons tra te  tha t the  s ubje ct device  ca n fulfill the  expe cte d 

pe rforma nce  cha ra cte ris tics  a nd no que s tions  of s a fe ty or pe rforma nce  we re  ra is e d.  
 

Anima l S tudy 

Anima l pe rforma nce  te s ting wa s  not re quire d to de mons tra te  s a fe ty a nd e ffe ctive ne s s  of the  

de vice . 
 

Clinica l S tudie s  

Clinica l te s ting wa s  not re quire d to de mons tra te  the  s a fe ty a nd e ffe ctivene s s  of OTOP LAN. This  

conclus ion is  ba s e d upon a  compa ris on of inte nde d us e , te chnologica l cha racte ris tics , a nd non-

clinica l pe rforma nce  da ta  (S oftwa re  Ve rifica tion a nd Va lida tion Tes ting, Huma n Fa ctors  a nd 

Us a bility Va lida tion, a nd Inte rna l Tes t S ta nda rds ). 

VIII. CONCLUSIONS 

The  s ubje ct de vice  is  s ubs ta ntia lly e quiva le nt to the  predica te  de vice  with re ga rd to de vice  

pe rforma nce . This  conclus ion is  ba s e d upon a  compa ris on of the  intende d us e , te chnologica l 

cha racte ris tics , a nd be nchtop te s ting. 
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