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© Executive summary

dTTe]s # CHRO fU@et 9 &1 3MTHR WiFe AT & | fashdT AR
S15d WITAdT 2 | 12 T | Teb TeTl Tgl 39 vendor evaluation
checklist HRd & TR1geR] & g 301 &1 & | f3arsq-us fBfafie
(Device-grade discipline) ITHT &b WIsed, ¢afafeic, dol dhelel
3R Uie-HArdhe fATRTT — faT Afshe f3a1ed 94 Wisde | It
A T HIA BT A & | WAGR 38 <@ qhdT g |

JATT W ehId Hfedhd f3arsd 98 81 IS0 13485 wellness software &1
fSarsq o1t aarfeid! & §9T1 Uh §1d &1 CHRO 389 THRR U1 3TR w183
S T 3TCTT Y Idl &1 ARTeT Heol gl Fd ol 3TTHTT T — 15 318 I
Pl Hag ey &t | gieHe T (treatment gap) 84.5 HiACT ATH & Gof 31|
3T 19 F ST9TR §AT1 §T9IR H adlfelcl ol dhis bR Tal ¢

IE TR 98 (bR W1adl &1 I8 ISO 13485, IS0 14971 31k IS0 9001 !
-l (et UISae UR IGIdT & | HBIAT HHT CDSCO S.0. 648(E) 3iRR
2026 I SHARA-doI1d 1SS I 37TdT &1 STdl &I hd 2016 BT FTC Lumosity
gredl 81 AT 7 $2 million TETI $50 million &T SToTHE eledsT fedT T |
FHITRe wellness vendor due diligence 376 faAYUT F T&T TeAdT | BT A
TJod! 2l

ZHIRMVY (EmotionApp) BTH T 3ETEIVT &1 Il & T4 I | AL i, Tthe
SO HId | Ygel @TgUT | 23 HIRAT HTSTY | SeT HIRd H | Syt ISO 9001 3R
I1SO 13485 & 10 hIH Bl 21 U8 Jelcs f3ared A8l 2| b Iel ol

© The problem in India

YR gl g1 f8head (Emotional Fitness) & ol WRIG I8l 1 Aaa
T Ta¥eH S1gT 981 36T UT @71 National Mental Health Survey of India,
2015-16 4 12 Il § 34,802 31 A §Td &1 | 30 d<h plg HI HTHHB
ddbeiT™ 10.6 HIAGT @l H off | f3iarit *R &1 31Teher 13.7 WiEeT AT| ¢TH ol
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3TTAT AT — W1 15 RIS @Il bl HEE ATEY| 3 IS A BH @l HGE HIT
T2 &1 Gautham 3TR ATRIGT 4 2020 & I8t §d foi@T | e dicHe 9 84.5
e gdrar|

T H 31fchal 35aT T A AR 7 AR H 13.5 Hrae! foiar| Ma § 6.9
WIaET | HIRdT 3iftRa aret 34 reR &t gfam & 384 &1

STH3d & HdTfddh ailT hH 21 Ad § 1 &1 @I 9 0.75 HAlffdhcde Al |
He WeRA H 0.05 | et H 1.20 | TASTT LT HAdT 31T goef U8 et
JTHR &t 148dT RUTE 4 August 2023 T g1 3TH HI1d 9,000 HTH &< I8
HAIfdfhcdd A TV ITed 1 ad &R 3 ¥ W off | 19 1R & <1e 36,000
3R ITfE | ATl H 31 1,000 7Y fehetd €1 Hlg we Tl ol Hi HAdt 7 27
T foidd |

JTSITHT H IR HATAY b Sldld 1 WHO Mental Health Atlas 2020 &7
e 3ftad fEaT| 1 o W 1.7 HAIRIhed s | HRA & 0.75 | Veoid 7 fas &l
e ad HY foidT | A8d doic &l 2.1 HiaeT AT e d8d R | HRd &
SATETdR STid ITodl § I8 1 HiacT & A1 Tl

WHO &t 2022 TTESeTe 3iTTTH aTedl faT &1 A Sdl 81 BTH &R dTad!
39 & 15 Hract ol 7 foadl vl G99 SIg ATAd ddhailh ddig g | fSUr
3R UTSTTet A AT o1 &2 AT US$ 1. trillion T TehATT 3TIHTAA 2|
SATCTAR THATT BTH 7 I 911 T &1 & ATed 1,200 FRIS H1H ob fad Sd 2l
g AT & 3ifeps 21 I IdTd € hufdl i @Ried! 1 3 T8t 9dTd o1 @Rie |
DR 7 Teb AT ATl §TATI Tele-MANAS 10 October 2022 1 [H
€31T| 4e% 14416 €| IIeTd °¢ Ieidl &1 3 March 2026 dd PIB 4 53 AT
oI | 36 10T 37R dog AT WM 20 HTNTV | [H & 34.34 ARG HidT| T8
ATelST( b qREMT STTeT & | T8 hUT ol FaTfelc! azelT T&l &l

SIYd 31k Hag & o d fdchdl VT od &1 & AT 81 9gd Tl 81 HRd |
P WIe ATHd CHRO BT b 78! gdTdT | 719 St o9t U U3 & JHET 2l

Primary source

Current prevalence,
any mental morbidity

Lifetime prevalence

People estimated to
need care

Seeking care

13.7% =

~150 million —

<30 million =

10.6% 15% of working-age adults globally =~ NMHS 2015-16;

WHO 2022
workplace guidelines

at any point in time

NMHS 2015-16

NMHS summary

NMHS summary

emotionapp.in/research/built-like-a-medical-device 4/17



SHIRMATY f¥ad - WP13 12 BTSN, 1 GeT: doi g Vbl 37Fet Sirer

Indicator India Comparator Primary source

Named treatment gap  84.5% = Gautham et al. 2020
reporting NMHS

Urban vs rural current  13.5% vs 6.9% = NMHS summary
prevalence

Psychiatrists per 0.75 Global average 1.7 (WHO Atlas 2020, NMHS; Rajya Sabha
100,000 cited by MoHFW); Parliamentary reply; 148th Report

desirable density above 3

Working psychiatrists  ~9,000 ~36,000 more to reach that 148th Report, 4
desirable density August 2023

Years to close the gap ~27 = 148th Report

at ~1,000 graduates a

year

National 24-hour Tele-MANAS 14416; 53 cells; 20 — PIB PRID 2243766

helpline languages; 34.34 lakh calls to 3

March 2026

IoT IE el pedt b A VT I fored(deh 94T &1 | edod Ig hedt & — THR
9 &I Eooh TR T 7d 17|

€© Why current approaches fail

SATETAR 9T g faghdT Udh T80T §dd & | WIgel 781 Sad |

FTfeict fAEeH foiet g2 I -gfedd 21 Tisae ha I1dT &1 Hd JeoidT 2|
68 Bedl 81 Bed & o1 i a@dT 81 IS0 9001:2015 3 7R & TeiT &

foTU foRadT 81 ISO 13485:2016 Afsch f3a13d & oV d%d Y foladT &
I1SO 14971:2019 Tk &I dIIhT folRadT 21 370 T hIg HIdhie ool Tal 2l

& T Ut RepiE AITTar & fo) 913 T 3TeHT Sfid ddh |

3TH A1 fIdhdT & UTH I8 $© ¢t ardT|

No quality system. ST JATR 3139 H UST Igdl &1 YIFe FRATIAH ob R |
7Ed 21 Ao 3 “faeifAdhet SfcpT” foRkaar 21 a1 “Ufasd-a38 Wieidhiar”
foiaadr 81 Si-a1 g1a1 fohd |d & 92T €, 3% Tl &ldT| CHRO 31THR dTed
3T BT Hisel a=fF HITTdT 81 fashdT Google Doc WTeldT &1 Tg quality
management wellness app &l &| Tg AT dTedl Ihale el
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Unversioned content. oiT2d 1ot YR Hi Yigde &1 HiTeTdR &l goRk 7
HIA-AT IR ST, BIg 9 ATV | dl AR &l 1368 Hlg 7 a7 ISO 13485
clause 7.3.9 SGoTTd WX I HITAT &1 ISO 9001:2015 clause 8.5.6 FHTe,
1A 3R T 12 RBIS HITTdT &1 I fashdl g1 BIZ ed &1 d olled
PTed-Bled 81 Ueh HTYT Scold o | STehl 22 Yol SiTd 81 [hdR I1d 7T Al
&t yive gig 2d €1 §HaR &1 2AT 21

No process for harm-adjacent events. HfSchol fSdTed ST dTed Bl
fIBTId THTAT ErdT 81 1SO 13485 clause 8.2.2 T dedT &l R 3R
Ik BT HIH clauses 8.5.2 37X 8.5.3 H &1 do71 9 fAchdTl & UTT 37eRR Th
TR SIS BT 21 TR T IaraT 3t & 33 S1dt 21 Told godedrs e
3 B TR SITAT &1 A BT SIATS faedf-1eb SIAT o Y 9t $9aTaT | IoR Pa
UIsere 4 AT dral fhdm — Tt dgt SAdIdT | S8 &l Rhls 8l | 3T ol
EEERIEIGEEL

2016 T THRT aTAT Lumosity S IdTa-T bl WIsel 2| Federal Trade
Commission 7 Lumos Labs, Inc. @R HdhcHT fhdT| 3TeTeld Northern
District of Californial 8% 3:16-cv-000021 | FTC File 132-3212 | felfTad
off — W BT, Tt 3R W-pe GURA &, IE g1aT foHT Tardh Agd hT AT |
39 & AT ITearRd fTRA &l b &l ardT AT | fSHTRAT 31R TeslleiR 4
AT T GTaT T1 I¢1h, TBI, PTSD, ADHD, ST 31R Turner syndrome &
SJg! faarehd TeT T aTar 7| 37k g Y o faeTT 3 g arfad & f&ar|
January 2016 & a7 A H $2 million 7 &1 &al TTI $50 million T
SToTH e 3TMfefeh BTeld UR Tt fadT AT | 31T T8 STl o folU Uarehl dall(1eh
A HITT 7T | 375 211 U b T8 fohed{dhet cfeet Hi oft |

Lumosity HRAT fashdT 78T &T| T doidT 21 Tdl U3 oITITH ddTfoic] dhaldd
2| ATh T &t Folrde Tet | WieR fOd Faid Ifoiee? 7 fed, agt 37Tt
PHelT WRIE ET &

Y TR 379 T8 HHERT &T9d 21 Google Play g T ohl HTYUTT HITdT 2
SiT U 3edcs &, 38 fefa T 81T € — I8 AfSht fearsd 7l 81 9 fost
AfSehel IS BT S, ¢iehe, SalTel UT b Aal Hdl| Ig LR i
HTAT bR 81 Apple & App Review Guideline 1.4.1 Af3shel U9 TR SATET
ToR 3 dT 81 AfSdhet el & Ut Sldel & I8 &I ITg fetrT gt 21
March 2026 & Apple 7 Health & Fitness 3R Medical TS & 3eics-f3amsd
Teed AT | 3T Resl, PATses fohmsH 3fiR TR 3nfefes &5 & fav| “No”
el Sfard 21 gt Jet Siare A |

YR BT del diobiR g1 dR% & WiddT 21 S.0. 648(E) 11 February

2020 T 81 &1 1 April 2020 I ATFEIIR AfZdhel {3128 A9 §dT & ol
ST Tl ©E HiSdhol Ahdc H & b I | 3T SIaufad, Ads, TR,
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dlefie a7 fordt STHRT a1 fahR &) "gerT AMHA €1 CDSCO Guidance on
Medical Device Software, Doc. No. CDSCO/MD/GD/MDSW/01/2026 Tt
SR det4d ATHeddR 3Tl hdl & | TAT ATHeddR ATHI dgd IT dgdHe
Tfafafer 91T IWA & feiv il 21 9 ATHT Agd ol d1d oY dcbdl ol 98
AR, fabR a1 YT fSiesd 8Toid ol ATH 81 of dhdl | 98 Hfschdl Hhdq
T 2R & 3iTs AT9 IT 9dT T8 dhdT |

ST faghar Ig T foid & HavTy, 98 312l A8l ol I8 9ehIg e

€ The emotional-fitness model applied

TP dT13d dIT Relol féhe doh Siigah?
fa@Td 1 15 fiAe & SIS i d) BIgd Ahal 2|

AT-faeifhel Wigae W fEarsd-Ue fEfaftedT IR ST €1 SISt 371k
ATPEdTR TR | JeAce fEargd R 8T |

ZHIRMTY HRATT TR o TolU SHIRMAW fUhed sl g1 uifeifed
TATShIcATol b aiiab oT {114 I a1 31Td &1 Al HId 3019 hId &b &1
HTAT 81 3efia’l Ugel &Tg0U & 81 YISde 23 HIRATT HINT3TT & folQ &A1 21
31Tt 3R fedt 3T I 3T €1 UgdTT S Gcb aTedT Sel HIRd H §dTaT TaT
%\I hTH Digital Personal Data Protection Act, 2023 %ﬁ'@ﬂﬁ@f?l T I1SO
9001 3R IS0 13485 & < Id! &1 Ufseieh ATec Ugel & AT Bud! 2l

“counts, never confessions.”

0 T o Wl Wisde &l f3arsd &1 s41dT1 Hhdg dfded 81 S.0. 648(E)
aTedT HiShel HebdG &t | 2026 I CDSCO ATHCdTR TMES dal Ak &l o
I ATHEaR | ATHTT Ted 99TV 34T | §THRT a7 Gelfd(foiehel gTeid bl
CIEERGEIN

FaTfoict e 3T 9T & T8 &t BIge Wiiedl ¢l

Risk file. ISO 14971:2019 ST dTcl & Hadl & — WdR fokal | 3&s A1a7 |
DI B | GISde bl 39 W1 BIg o | REB-HASTHE WIgd dal Rebis 2l
JoTE T TR WRT dradsifefafaict Tg 81 Wil I8 & — <Tdl Hehdc
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T ThR YR &R SV | RTAT Hehe ok T8 ST | AL &I STdTd faredfAeh Siam
oIl | DIl Seeld FRET Hobd TR ST | 23 HTI3T & Ueh & Tedd] I8 ST |
ST el T SR b &1 STV | &R WaR ol TTHIRAT & | THTAAT 81 I 8| T
¥ 81 ATfeids 2| o/ @RISR 4 98 YAT 7 &1, 384 Yigde T8l ¢!

Traceability. ISO 13485 clause 7.3 TRUTeg fSSITEA HITAT 81 Wi, 3YC,
313cYe, THtelT, Siid, IfT, 83371aR, IS delal| Clause 7.3.10 f3STT3d W3
HITTAT &1 I Wisde R Si1S I8 &1 oi18d aTaT I e Iail | a’iepl aredl
YIFe | ETgUT CHIeie | Hehe dTell He? | 2Td ol Ufth | T Aehdg ol ST |
FoAH IfSIFe? bl Ufth | idl BT a=f | FHterd | Raftel fedhe | Hifem § Ig
&A1 4 I dl BIged A1eh 2l

Change control. ISO 13485 T clause 7.3.9 JUUTY dcefld HAT hidl 2l
I1SO 9001:2015 T clause 8.5.6 H | Tt Raate feRadt & 9T SgaiT | &l
gealT | 3k T usT| foha & et | hIa-dt HTNTY ITe et | ardd
At | 3TTfdhearar fStol Repls Bhis & ITd §odl & | Al id ol dTHT agt
foRaT STt 81 34719 B &l GI9AT a8t HhaiT 97dT 8| arT Jal | 23 HToT3
aTel WISae T &HThT 93T BT 21 370STt deeft 37 1T MTITY hdR B T8 —
IE Tt 21 R A& |

Post-market surveillance and CAPA. ISO 13485 clause 8.2 %8 3iR
fRIBTId HHTAAT 21 Clauses 8.5.2 31X 8.5.3 &R 3R b THTeAd &1 A1~
fFelfhel Yisde WX g 3UdTd &l [HTRTA] BIged Tal 6| T& b Al 2l
TR &1 AdTIAT | TTedd AeR bl RUTE | AL §ATT deb 7 Ugd UTAT | Tdl bl
RAARAT| 513 | HRATE | 3R &1 Sid | faghdT &t § fezarar & fob Jhard &
UTq &l "edT a8 oddl el faeifAeh &1 &l AT fhU farT|

S IR BTl T Sofl{49R B9 ITeT 2| 91d dal 2l

& e BT afF 81 gHted 81 dRIA g1 dhelg3ra-8diRMA Tie fdes Adh
2dT 8 37TR Hahe Aok Ueh ATd & 3T &l | 9al Tie fees b odl & 37TR HAT
TTaT HIat H 3T SV Tele-MANAS 14416 37R 1-800-891-4416 T
HIThT BTl H I8d 2| VI H 981 SfTd & | &TgUY ¢Heic H dgt | 99 el
& | & M7 & 9 | UgaT S G aTed BT 3eT bl Uaad fordt STt 21
8 WA S| Y | HF A HH 37fIhR fEhice &1 MM HIfIT 2T W)
EHRAT &7 USTHF Jfaer T&l | 1368 2

I TIR IS0 9001:2015 P TEHIUT IR foldT 8| §HRT Afcfthabe 38T TR0l
T 21 1SO 7 379 ISO 9001:2026 BTY AT | et UoT 4R 2015 T4 foidT
TRIT f&xaTar 81 WRIER U8 Afefthase fohd TR0 &bl & | AHHUT bl o1
T &1 a1 & fefafte 1 o &t

emotionapp.in/research/built-like-a-medical-device 8/17
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e

The 12-point wellness
vendor evaluation checklist

I&l wellness vendor evaluation checklist 21 &t corporate wellness

vendor due diligence &1 et 81 CHRO 28 foAT shaifecT BH & IelT Tahdl
21 & foig PITST HMaT €1 TAT38 T8t | fig 4, 2, 6 I 9 Bed & Y e STV |

1. Intended-use statement. U T3 T Hopdc 3R STe-h1-HTHT 7T |
fSTHCR fth & T&aEd &l | UTdH: Wisae SHIeI-dei1d a7 SHIRMA fthedd
I el TAT & | 9T foldT & — I8 Hfschol f3a1sd 8! | HTST CDSCO
MDSW 2026 section 5.2 & 37¢3 g | ATHTT Ugd STV I&AT| §THRT, fabrR
T YAt oldhol 8Tcid T gTdT 7 &1 | Ted: ST & 919 | “fFeifdhal-Us” &t
378 | T ot foh Tisae &7 el 2

2. Claims register. & Ufsidh STd &7 Ifoiex AT | dgdTse | TR fafeeT|
RFP $ch | @TgUY &R | Agd T US| HTfoids | AHTE &l dRIE | UTH: |18¢,
TR 3R A 3 IfoEe? A Hel | hel: HIH-PHTol JLURA IT &leld J g9 o
gre Sif FTC v. Lumos Labs, Inc. 7 A8 A | 2016 T BIsd Ul ol $2
million T&T T | $50 million T SToTHE €T feaT T |

3. Risk file. ISO 14971 St WIged HIT | WAT | AHTIAA ThaT | BT | ]
T | ATfeids | THTT ARG | UTH: WBIsel adl & Radd &l edbd! &l | R
Hohe AR Bl | faedfAeh oI Al STATd T | 23 HTWT3T} bl TTeddt bl | gaT Sl
& ik i | Thed: Wil ¢l edc | IT Ta%h ArgeR &b dleft Wwiga |

4. Versioned content and change control. Ul &1 a2fF ¢dat HITl | Tol-
helel SOP HIT | 3TTRERT UTd §CoATd &t fRabis HITT | dredTol ISO 13485 7.3.9
31R IS0 9001:2015 8.5.6 &1 UTH: & oAT3d diich T a=fT &l | *Rah & |
gHTerd &l | dRIM 1| HIST 8¢ &l | Ieeitd UR &k <71 7T &1 | dT9&T ol
ITEAT 81 | 23 HTYT3TT bl &HTRT ol 811 that: ToHT 9RfF &l UIsdRM hidT |

5. Traceability matrix. WTCR T oiTgd T I | fadhdT 3 Sig | oedd A
HIUT IR deb | HTelT dob | ofiol fedhe dab | T8 ISO 13485 clause 7.3.10
BT SISl BY g1 aTd: HIfST § 91 &l Tt “aTe § Hal 21”

6. Crisis-number single source of truth. BT WIgcd 71 | CI T HIT
ST foles 3k ¢ 37TR hls Odg 3Tl &l | UTd: Tele-MANAS 14416 3iR 1-
800-891-4416 VU, FTgVY, 9§ He? 31R & HIVT H Udh oidl &l | Toed: AaR
HIYT H foid 8 | a1 & T &l
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7. CAPA and complaint handling. SOP HTTi | f3[Tad @I HIT | U §¢
R Rp1E 71T | Fedlot IS0 13485 8.2.2, 8.5.2 31 8.5.3 &1 UTH: 58,
PHRATE, 3R B ol1d | TR IdTaAT 3dT 1T 7 & | G Il ol "geTy Hi |
£ A 7 Ugd U1 1T | Thet: TR SAGIHT | 6 B3 T fAIH A& |

8. Post-market surveillance plan. ferdT IoHT 71T | Hisdd | TR R
AT AT | FHI-AAY TR Foid IfSiwe hl AH1elT | I8 Tl fATRTHT

WIS 781 2| UT: Hfeids &l | 19 811 3¢ &1 | TdTsT CAPA B ST AL &
AT S deh BT 13 &1 | Bot: “BH App Store e&d 217

9. Data map, residency, DPDP. S¢T-Wred! I HiTT | YT It 3T bl
YR aTelT TR H11T | DPDP A1fed 37k TgHTd o sbITeT HI1T| Act No. 22 of
2023, section 6 | TlheRIERT 31 GIAER BT TR AT | UTH: TEdTT SHel
3TR Te 3T HIRd H I8 | HIfoldh HSRA ol 1! 7 UG Toh | TEHTd I<b, AT,
AT g2 37R &l aredl 81 | Bet: “aeiT38 Hag a1 Ay 71

10. Access logs and least privilege. §9c1 TarIT 11T H111 | fohaa YgaTT ST

GTAT| | T | Ied Hfgad Y | OTT: 719 9Tl 3919 | 99 §eff 79|
ISaRM I SeT IR BHRIT &l USIHA &l | Thet: R Yrids |

11. Store-policy disclaimer. Play Health apps declaration | App Store
BT J[ACS-HShed-TEdTsd Ted HITT | UTd: o AT Joi14 Tlfvid &l | Aeice
Af3chol f3ared 7 &1 | Play BT 31¥dTdhI0T HIGIE &1 | Apple Guidelines 1.4.1
3R 5.1.3 AT TU &1 | ST&T Apple I8, Tcd “No” &1 | Thel: Medical heTRT
3R Wed TTeft | 91 TR Sl Hhac & A9 & 3o1e! &l |

12. Certificate scope. dTc] ISO 9001 37R/AT ISO 13485 Afefhase AT |
HT=IdT UTSd GLAT BT &1 | ThlY TeeHe g1l &l | UTH: dot1d Yisae Thiu H &l |
TTFedeR, St 37R I TaTer | fefthdbe IoT 38T & | WIITR 3 IBT &l —
ISO 9001 hIF-TT TTHIT, 2015 AT 2026 | Toed: &7 HUAT T AfefUhdbe | AT
ThIY f8h “medical devices” foRd 3R 919 VT &I Ig! 9dTU |

HeT T Wd &3 | Uged foig 1, 2, 11 37R 12 & BIiTel Aol R 34 | it fHe|
i foig 6, 9 31R 101 31Ty ftE fHC | foig 3 & 5, 7 31R 8 & ey dTfeict
3R SR 61 dob ARV | 98 dd, STdl Tge ATd T &l |
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‘ €©) Measurement l

FATfeIcl ATl AT WIgae BT SRASTE fFoifhod el Tgl RadT | Ig HHT Tg!
g1 Ug faatred 2|

HATfeldh oIl SIS oadl & | UTH 83hI3c §TH dle] WTd | 89 & Afehd JoR |
3t b URAR & Y H13C | Wl T [fehdT | 914 TedT HTd | 316t WaR ol
STaT | Tl fiAe | Thah 85 7, 21 31R 66 &7 & | SHIRMA AS-HSR Tdh T=AT
I dRE | AT e Afth TR R el | 23 HTVT3T &bl TR | HId-e33iTh ot
T | 9T 98t | Uged 3T I b1 Y|

HTfoich STHel CoRe A8l addT | ATH faU HId 981 qdT | &TgQY Hel ol diat
Tl 2T | BT HF ITdATd Tl S@dT| foFed b oI ThR 98! eadr | fhat
Ueh Afth B The-°geAT Agl eadr | fath foa1 919 &t fidT 2 dahdr 2l

THATRMNY ot Ufsech Ufth 999 €1 “counts, never confessions.”

IE Wich DPDP &1 i 81 Wigae &t HT 21 Digital Personal Data Protection
Act, 2023 HHART &1 3T fIfaUe °Tar &1 Section 6 &1 TgH d T &l |
TqT% & | §d1g & | AT e & | AT gTa &t &1 | a7 &F & <1 7€ & | ’Tfeiss
BT 3RAETE 3R STeT CaRe TSWTT df 98 iR ¢l | I8 ToheeRIeRt I 2|
gt fearga-us ffAfce agt 81 719 &t wd Tt &1 &) 1o I8 gob Faim At
TE

32rNE fopa Tl T 2wl Ufared e 2 a1 A8 | fopd foiu A8 2: Wik & faiarft
1 FoR &1 CHRO 31TR G&RT el HIT af fashdl BT Hehdg i oTbR IR
I DI PHE el 81 fashdl 37TR GAT el S df 98 iR IR &3 Il ¢
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€D Implementation

90 & BTHI 8| ThfeiRe T Bl | Udb UTAC YU T bl | ST ST I
T A B BT | &F AT 77 BT AHT foia Bl | “PHea? g¢od S & felv prehr
T TISHT H dg arerd 9 feid |

Week Owner

Action

Metric

10

11

12

CHRO + Procurement

Vendor quality lead

Buyer security + legal

Buyer quality + vendor

engineering

CHRO

Vendor customer success

People analytics

Vendor quality
Coach lead

Procurement

CHRO

Issue the 12-point request

Deliver intended-use, claims register, certificates,
crisis-number configuration

DPDP, data-flow, access-log review

Trace one live claim; watch the CI gate fail on a wrong
crisis number

Name the pilot cohort and the consent path

WhatsApp activation and first-rep campaign

Dashboard live with the allowed fields only

CAPA drill — stale number or claims-drift
AI-to-human hand-off drill

Contract: claims lock, change-control notice, audit
right, India data residency

Go / no-go on checklist score and pilot participation

12/12 requests sent

Pack complete or gaps
listed

Written accept or
conditions

Trace done; CI rule shown

N named; consent live

>40% of the cohort
complete one rep

Weekly snapshot; zero
clinical fields

Closed CAPA on file
Time-to-human recorded

Redlines closed

Decision memo dated

ERT 6-7 BT 40 HIACT UEAT-1T CRIIC B &l Sgailol 8| AdTol T grdl gl |
BT WIH B W BIT-83-BI g0 Ae2l UeT g31T Ul &, Sidre 7 37747 &l
— 1 Tt BIset ShR 21 T (S & T8l §U1 Tged Y& ol | TR ThetTy |
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e

One-page checklist the
reader can run this week

IE U7 BTY | HHET H qr o ST | g BTl Fol U1 37Td & 37TRE<T i hiaid
W | gel WA B4 TR HT Pass/Fail & IR @14 Wil & di fadedr I8t faeT|
STaeitd foet |

# Point

Evidence to see this week Pass / Fail Date

1 Intended-use statement

2 Claims register

3 Riskfile

4 Versioned content + change control
5 Traceability

6  Crisis-number source of truth
7  CAPA + complaints

8 Post-market surveillance plan
9 Data map, residency, DPDP
10 Access logs + least privilege
11 Store-policy disclaimer

12 Certificate + scope

One-page use / out-of-scope, signed
Register matches site, store, deck

ISO 14971-shaped; claims, crisis, AI, data
Version table + last five change records

One live sentence walked to a release ticket
Config + CI rule for 14416 / 1-800-891-4416
SOP + one closed record

Owner, cadence, drill of human hand-off
India-resident identifiable data; s.6 consent
Sample log + role matrix

Play declaration; App Store status = No

Accredited ISO 9001 and/or 13485; product in scope

IP b AIHI 1, 2, 6 TT9 Bed &l dl HIfST & B | “d1¢ B ¢G94 7 el

I BTl & AdTell 2l
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© FAQ

Is this wellness app a medical device under Indian law?

&1 S.0. 648(E) 11 February 2020 ATHedeR &I f3arsq aHt §91dT 2
STd §9TH dTcAT HfSehed HhdE dTe | CDSCO &1 2026 S8 STHd-
JoT g ATFedad? I Medical Devices Rules, 2017 & §T&3 3&d1 &1

Ad IE & — T a7 GeiTfSiarel &Todd &l ATH T &l

@2» How many documents should I collect before I sign?

dRE| HHIE &l U=T, Foid Ifoiie, RIb WIgd, 9=fF eddl, Tdh oS,
Ache-da] BT CI fAIH, Ueh d¢ CAPA, TATRTAT TToTT, ST TaR(T, T
AT, TR T9TT, 37R afdfthase tid ThIT | IR IS 81 df 3 SITv |

Why ask for ISO 13485 if the product is not a device?

T clause 7.3 5018 elcT 21 Clauses 8.5.2 37X 8.5.3 CAPA £l
HIYT, TTd 3R Tobe Ak AT delcd & & IT 781, I8 99 I T oIid ¢l

qffUhdbe Tohd 81 Th1Y TR I18d Siis A9d 2

@D What does the employer actually see?
fdT 1 35 | Tk | HTTIERT | reG-HER Udh Fak ol dig | HINT AT |

ST eate T8t | de T8 | forefacs ST Thik 98T | SHIRMATY &t ufth &

— “counts, never confessions.”

@D How long does this take?

Teh Eel STiTel Ui & foiv | féig 1, 2, 6, 9, 11 37R 121 73 &
UTIeIe, CAPA f3d, §3-31T 3ot 31R &f-1 BHT & faiv|
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