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Important Agagof

This booklet explains the labels in simple language. It is not a diagnostic or
treatment manual. During the current test period, OtoSensAl output must not
be used by itself to direct, delay, change, or escalate patient care.
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How to Use This Booklet

29 GfIehT T SUTNRT hd e

For training and referral support - not for independent diagnosis

Twelve categories, one upload

Each image is labelled as exactly one category and scored against the full list. What each one means

Normal Acute Otitis Media Otitis Media with Effusion Chronic Suppurative Otitis Media
Earwax Otitis Externa Fungal Ear Infection Foreign Body in Ear Grommet
Retracted Ear Drum Tympanosclerotic Patch Not Ear

OtoSensAlI returns one label from twelve categories for each uploaded image. Udeh UAS

! 7 Bf ot 72 AT H § Yeh oleret fAerar g1

1. Check the patient first 2. Capture a clear image

Ugat At ot FR_fT 3 It TR o

Ask about pain, discharge, fever, hearing Centre the eardrum. Keep the image bright,
difficulty, dizziness, injury, and duration. focused, and free from wax or debris.

TE, M T84T, @R, A GATS &1, uef g 7 7@ | aR A, 96 Hied
TRz, e IR gHT f A g1 | A SR A/t & Hod

3. Treat the label as a clue 4. Follow the referral SOP

eIt ahl Tohd ATH TR SOP ThT Tl chi

Confidence is not correctness. A low score Use symptoms, examination, programme
does not mean the ear is normal. protocol, and supervisor advice - not the AI

maﬂﬂﬁfﬂﬁﬁmﬁqﬁ% Y| lahelalon‘e.
R @ I =T Rigg 78 gl A&7, ST, shrfehd Ufehar 3k gddereh

h! IeITg A - had Al e gl |

Safe capture: clean tip ¢ consent * no names/faces/IDs ¢ never force the otoscope.

RIS TER: 9T e « Fgafd « /<8010 T8l * Siieienly Sexewd! Tal |
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Immediate Referral: Danger Signs

A TR R R G

Do not wait for an Al result or reviewer comment

* Button battery or sharp object in * & § g Sed ar ﬂiﬁn_vﬂ a%d
the ear

* Sudden hearing loss, facial ® 3d[-ch ﬁ:ng %:n §g 8 T, %6’% "
weakness, or severe dizziness STl T do Tekhe

« Swelling, redness, or marked o A & YIS GoiA, 1ferd a1 agd

tenderness behind the ear 3-{-

* Severe ear pain with high fever, o IS A aé & 1Y av [SRCIEERE LI
pus, or blood RIRGE]

* Head injury, suspected eardrum o IR &Y Ale, 1 & e 6l gle &

injury, or rapidly worsening g a1 deil I fairsd oefor
symptoms

« Very ill, unusually sleepy, or * 9gd IR, SEHR €Y d & AT
persistently vomiting child AR Iodl ehed ITeT =T
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OtoSensAl Category Guide
OtoSensAl #oft ARfaffer

Categories 1-2 of 12

1. Normal | 9= &M

Simple meaning: The ear canal and eardrum look healthy. No obvious
blockage, swelling, hole, discharge, or fluid is seen in the image.

TR 372f: 1 ht el 3R 1 T Ul @ Gw@d &1 R § WE Fehrae, o,
D¢, 7dTe I d¥T gl fe@dr|

ROUTINE / 9HI JRA: A “Normal” label does not rule out disease. Refer if pain,

discharge, hearing difficulty, fever, dizziness, injury, or symptoms continue.

T 3 A" AT SHRY hl G IRE @l AhRAT| &, 1=l T8, hH TS
&1, YER, TR, FIC AT TTAR &0 51 ol TR e

2. Acute Otitis Media | 3@Tch -k Al HehHUT

Simple meaning: A recent infection behind the eardrum, common in children
after a cold. The child may have ear pain, fever, irritability, or reduced hearing.

T 372 SR o US oh WD §TeT ol TshHUT, STt ST & oTe =i A 3 &1 i
&<, 3@, RsfRem= a1 on gArd 31 gt GahdT 81

SAME DAY / 34T fe: Arrange same-day medical assessment. Refer urgently if the

patient is very ill, pain is severe, fever is high, or there is swelling behind the ear.
R e I e Rfhcadha sifa g | Wt sigd FR &Y, 31 &/ qEr gt
g7 R o I Goi 81 af gid IhS e
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OtoSensAl Category Guide
OtoSensAl #oft ARfaffer

Categories 3-4 of 12

3. Otitis Media with Effusion (Glue Ear) | &H & ue & & d@’a
(L W)

Simple meaning: Fluid is trapped behind an intact eardrum, usually without
active pus infection. It mainly causes a blocked ear or reduced hearing.

TRl 37: I ohT UGT AT &1 8, cifchT S8ch UIe aRel STHT 81T 81 STHAR
TR HATE aTeTl Afchd TehUT 6] BIdT; &I THRT i<l 8 =T AT HH GATS T
gl

EARLY REFERRAL / <fter YA Refer for hearing assessment if hearing difficulty,

speech delay, poor school response, or the problem persists or keeps returning.
RIT h: hH GATS o1, et | &9, Thel | eaH/ufafehar A g1 a1 IR-aR
AT g4 IR G- I ST 3R ENT I G|

4. Chronic Suppurative Otitis Media (CSOM) | QT AdTE dTelt

hT- TshHUT

Simple meaning: A long-standing middle-ear infection, usually with a hole in
the eardrum and repeated or continuous ear discharge.

TR 37 oie 9T & T aTell Heg-ahT= ol TehAvT, fTH STeRR & & UG |
B¢ 3R IR-IR IT TR HH F&T gidT 8l

EARLY REFERRAL / 2ffsT JRS: Refer to an ENT/secondary centre. Urgent referral

is needed for foul-smelling or bloody discharge, severe pain, dizziness, facial
weakness, or swelling behind the ear.

T 3 ENT/ T he ot TR e | IGgaR a1 I fAe 99, a9 &6, Temy,
AR hl HASIRY TT T o UIS oI gl df g I he |
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OtoSensAl Category Guide
OtoSensAl #oft ARfaffer

Categories 5-6 of 12

5. Earwax | & o ad

Simple meaning: Wax partly or fully blocks the ear canal or hides the eardrum.
It can cause a blocked feeling, itching, ringing, or reduced hearing.

TR 31ef: T <Rl Bt et hl AVST IT QX &g ohe Gehall ¢ SR e fezars el
&AT| ST S T, FGoTell, STTaTST ST AT A JATS ST 8t Tehdl Bl

ROUTINE / 9TH JThYAT: Refer to a trained clinician for safe removal if the ear is

blocked or symptoms are present. Do not remove it with sticks, pins, or ear buds.
RIT he: T ¢ g1 AT AT g1 af GRi&d Thrs o forg ufAferd RfehearendT st
R R | AT, O a1 $aReE & A A A |

6. Otitis Externa | sTg< o1 chl Teil T HehHOT

Simple meaning: The skin of the ear canal is inflamed or infected. The ear may
hurt when touched or pulled, and there may be itching, swelling, or discharge.

T 31%: TR chl Felt hl e H T AT HshAUT gidl 81 I @ T T IR
&<, GoToll, goi- IT |14 gt TehdT &

SAME DAY / 34T fe: Arrange medical assessment within 24 hours. Refer urgently

for severe pain, fever, spreading redness/swelling, or a very unwell patient.
RIT he: 24 T S Hiar Rifehcaehia St i | A9 &6, @R, thetdt AT /e
T Igd SR A el g3 IR 1|
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OtoSensAl Category Guide
OtoSensAl #oft ARfaffer

Categories 7-8 of 12

7. Fungal Ear Infection (Otomycosis) | & & thiTel TehHor

Simple meaning: Fungus grows in the ear canal. Severe itching, blocked feeling,
mild pain, and white, grey, or black debris may occur.

TR 372 R hT el | ThiTd TGl &1 Tgd Golell, Thie §& 7T, §oehl &G R

the, YR T hIclT HAST & TehdT B

EARLY REFERRAL / 2fT¥I YB3aT: Refer to a clinician/ENT for cleaning and treatment.

Do not put oil, home remedies, or unprescribed drops in the ear.
RIT he: OIS 3R IUAR o felq FAfehctien/ENT et R &2 | o H A, B¢,
U T faHT Felrg Y g 7 S|

8. Foreign Body in Ear | &M # s1gd a&g

Simple meaning: An object or insect is stuck in the ear canal. Common
examples are beads, seeds, cotton, insects, and button batteries.

TR 372 I <h ol H hIg X AT ISl Tl g | A, 1T, T8, hIST 3R Fed
et 3 AT ISTEX0T &

URGENT / dcchlel: Do not probe or pour liquid into the ear. Button battery, sharp

object, bleeding, or severe pain requires immediate emergency/ENT referral; other
objects need same-day assessment.

AT e: HF A SR 7 3Ted 3R U/det 7 BTef | I sie, Fehlel! a&g, G a1
9T &< I SATUTARICH/ENT YR ahe; 3T Jeg 3t <l 4T e S aerg|
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OtoSensAl Category Guide
OtoSensAl #oft ARfaffer

Categories 9-10 of 12

9. Grommet (Ear Tube) | e [ & &I B &

Simple meaning: A small tube placed by an ENT surgeon through the eardrum
to ventilate the middle ear and drain fluid. It may look like a tiny ring.

TR 372f: ENT ISt gRT & & U& H a7TTS 1S BI¢l &g, ST gaT g 3R
TR Frarercht 81 78 B Sect S g Tandt 21

ROUTINE / 9HI R Usually this is an expected finding. Refer if there is pain,

persistent discharge, bleeding, reduced hearing, or if follow-up is due. Never try to
remove it.

RIT T AR TR g Srafera fAA &1 &, Trmar &= a8, T, 9 TS &1
T IAl-37T T THI B U IR e | 39 Hepter hl RIfAT T AL

10. Retracted Eardrum | sicx f&ar ganm & & uaf

Simple meaning: The eardrum is pulled inward because pressure in the middle
ear is not equalising properly. It may cause a blocked ear or reduced hearing.

TR 3 HEY-ehT ol GalTd Sleh 9 14 A e el Uaf 3iaR ehl TR R Sirar 1
T & ST AT A GATS &1 81 Hehell B

EARLY REFERRAL / 2fT¥T YteT: Refer to ENT/secondary care, especially with

hearing loss, repeated discharge, pain, or worsening symptoms.
RIT he: ENT/ TG he; ol IR Y, WA A FATS &, IR-IR I F6, &6
T SGd AN H|
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OtoSensAl Category Guide
OtoSensAl #oft ARfaffer

Categories 11-12 of 12

11. Tympanosclerotic Patch | & & ud wR Tthg A2

Simple meaning: A chalky-white scar patch on the eardrum, usually from an
old infection or previous grommet. Small patches may not cause any problem.
TR 372 M S UE UR Tleh SIY Htha QR 21T, ST QR TehHUT AT Uget ot
T & 91 81 Fehd &1 B [ 8 i grean 7 +f1 gl

ROUTINE / 9THO G Routine ENT/hearing assessment is needed if there is

hearing difficulty, repeated infection, pain, or another abnormal finding.
AT h: HH GATS ST, TR-TR HhHUT, <& T ehls 31 SIETHII &1 g ol AT
ENT/G- hl ST o folg IR e |

12. Not Ear | oM &Y Iughft qwiiR a8t

Simple meaning: The uploaded image does not clearly show an ear/eardrum. It
may be blurred, dark, blocked by wax, mostly canal wall, or a different
object/body part.

TR 37: U h T8 AR H I T Ui 9T ol feddT| aefiR g/,
A Y Gehl, chae eil <l R areft a1 fohdt 317 a¥g/RR e AT I gt Hehel!
2l

SAME DAY / 3T f&: Do not use this result. Retake one clear image only if safe and

within your training. If a good image cannot be obtained, use the usual clinical
referral pathway without delay.

RIT ehe: 39 URUITH AT IUFNT A 2 | FRI&TT gt 3R ufveror & gaR gl df Yeh
T aIR SIRT o | STes] a=dR 7 et Tk at fom1 & 9= Ih<et ufchar
30T |
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Quick Referral Summary

IR T3t IIRILA

Use symptoms and examination - not the Al label alone

Battery/sharp object; sudden hearing loss; facial weakness;
severe dizziness; swelling behind ear; very ill patient.

It /gehlett a¥g; ST ATS §G; Ag hl HHASIN; dul
TR, I eh YIS oI, Igd AR AT

IMMEDIATE / dcchlel

Painful acute infection, otitis externa, most foreign bodies, or
concerning symptoms with an unusable image.
SAME DAY / 34 &

et Ty a1 WIS TR & 1Yy AT deqon|

Chronic discharge; glue ear with hearing/speech concern;
fungal infection; retracted eardrum.

EARLY / it

TRTT T T, GrA-t/aer hl T ITeT 7] 33
Uil HehAUT; 3iex = vef|

Wax removal, grommet follow-up, tympanosclerotic patch with
hearing concern, or persistent symptoms despite “Normal”.

ITeAT Fohe, R AT “JHT” & FTaSIG TR A&T0T|

ROUTINE / 9T

Document every referral g3 Il &of e

Record symptoms, duration, ear side, image quality, Al label/confidence, red
flags, and referral centre. Follow the approved programme SOP.

IETUT, 37afe), ShI=-T S, TR I T[UTe, Al ddel/hihed, TR & Hohd
3R ThR ohe; Gof | Whd hRIhH SOP T U el
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Sources and Safety Note

a3 GRe&f g1

Prepared for training of community-level health workers

1. OtoSensAl official website - platform description, 12 categories, image guidelines,
medical and test-period disclaimer.

https://otosensai.online/

2. World Health Organization. Primary ear and hearing care: training manual (2023).
https://www.who.int/publications/i/item/9789240069152

3. National Health Systems Resource Centre, India. ENT Care Training Manual for ASHA.

https://nhsrcindia.org/sites/default/files/2021-12/
ENT%20Care%20Training%20Manual%?20for%20ASHA.pdf

4. Ministry of Health and Family Welfare, Government of India. Operational Guidelines
for ENT Care at Health and Wellness Centres.

https://aam.mohfw.gov.in/download/document/
Operational_Guidelines_Ear%2C_Nose_and_Throat %28ENT%29_Care_at HWCs.pdf

5. Merck Manual Professional Edition. Ear foreign body removal - button batteries
require prompt removal.

https://www.merckmanuals.com/professional/ear-nose-and-throat-disorders/how-to-do-ear-
procedures/how-to-remove-a-foreign-body-from-the-external-ear

Current regulatory position ada Hames RAfa

The OtoSensAI website states that the platform is being tested under CDSCO
Form MD-13 and has not received market approval. During the test period,
outputs are investigational and must not direct patient care. Use only within the
approved study/programme and under supervision.

OtoSensAl deRITSE & IR WIChIH CDSCO Form MD-13 & Sid¥id U&0T § 8
3R TR TWiepfar s+t uTed 76T g3 81 uieror sraf # gRum dhaa

ST /HedichT 8d & 3R 34 AT hl ST ot [Aufa &f g+ =naul
hadl Tepd ST /hRIchH 3R TAA&T0T H IUINT e |

Clinical review: ENT specialist / programme medical officer

For feedback: voxmedai@gmail.com
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