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MEDICAL DEVICE ADVERSE EVENT REPORTING FORM

TRfehcdir 39ROt Tfciehel TICaT T et
Materiovigilance Programme of India (MvPI)

This form is intended to collect information on Medical Devices Adverse Event in India. The form is designed to be used voluntarily by Manufacturer/Importer/Distributor of Medical
Devices, Healthcare Professionals and anyone with direct/indirect knowledge of Medical Devices Adverse Event.

$H B & 3663T ARG H Rfecar suatol F gt arelr Sfdeqe geansit & IR 7 TSR THT FT ¢ B e 3Tl & orATan smardendt/ RiaRorendy, Tt
3R RAfReaT 3Uaull & Yideel B3 1 Tcgel/3cgel §9 & Sl darel frdr o safed qarT F&feod &9 & 3T aa & fau gamr a2 gl

General Information (ATATY SITTHNY)

1.
2.
3.

Date of Report/ qaell el ¥t & aidr@: [ |
Type of Report/ T & FehR: Initial / BT (gl D Follow up/ 3faRed SeHRT & AT H\?-l?-lT* |:| Final/ 3ifaeT |:| Trend/ ygfa D
Reporter Reference for MDMC only/ ROYY @esf, (ool A, &1, wa. . & fw)" Centre/3% [ | Location/eem ]

Month- Year/ #gkT- a¥ |:| Case No/ g@ar Hai: |:|

Reporter Details (&1 &1 arat F1 favon)

Yes/ g |:| No/ =T&t I:l

(b) Is the reporter also submitting the report on behalf of the manufacturer/ &7 e &= aTel &1 fAHTAT T 3R A el Tl I T 872

Yes/ gf I:l No/ =18} |:|

Reporter contact information/ ol &1 dTel T HUeh Faaetl SThNT:

a) Name/d&H
b) Address/ 9dr
c) Tel/Mobile/ g s

d) Email/ 38

Device Category (Rf¥ear suavor #r 4oft)

Medical Device/

In Vitro Diagnostics (IVD)/

1. Type of Reporter/ F¥@=T &1 arel &1 A0f: (a) Manufacturer/ faTar I:l (b) Importer/ AT I:l (c) Distributor/ TAcRUTeRdT D
(d) Healthcare Professional/ Tareegesst |:| (e) Patient/ Y D () Others/ 3= Dspecify/ﬁ@?—faﬁrﬁ?i:( .......................... )

In case, where the reporter is not manufacturer, fill the following details/ af& Fa=T &t arenn fAATar &€t & o Pw=faf@a faaor ot -
(a) Has the reporter informed the incident to the manufacturer/ T aeT &t aTel o fAATAT T gfciehet TeaT T TSN & §72

Medical Equipments/ Machines/

R 39T

O

TRfepceir 3uaor gA-fagr SREAReFd Rafercar 3gaor / #efe
L Therapeuti/c/ﬁmmgtﬁ: et E L Kit/ B o I Therapeutic/RIf o =
Diagnostic/ g Both . .
Preventive/ fAaR##RT [[JAssistive/ @@t ] | - Reagents/ Af@&as ' Diagnostic/fegrererr
II. Implantable device/ YcIRIYOT T 3THIOT [0 | mrcalibrator/ 3iereiers | IL. Therapeutic & gignostlc |
non-Implantable device/iR-9eaRI90T A5 39T [] | 1v. control Material/ 0 AfeheaT FFaed] AETABRY
. ; III. Preventive/ fAaRe&aRr
IIL Invasive/ SRR & yfase FHTeT ITelr 3THOT O [EREMKICE ]
Non-Invasive/RR # gfase ¢t et arem suawer [ | v. others/ 37 ] IV. Assistive/HgraHaII O
IV. Single use device/ Tare 3UARN 3qEOT O | vi. VD electronic reader/ . V. Imaging/ 3fSeer a1 gelergiiarn ]
Reusable device/ 9eT: 39T 39ehvor 0 Analyzer/3TEdTEr Felargifeleh S & ST
Reuse of manufacture marked Single St/ Taea VL Invasive/ 99 & o7 —
use device/ HTAT g@RT RAEAT Tl . @ ]
oI [ Non-Invasive/ SRR # gfase 1 []
Sterile/ fagsfAd [] Non Sterile/ IR-fawsfaa [l T ATET IUFIT
VI. Personal use/ fSit 3uaT/Homecare use/

Vii. Others/3=g |

«: FfoRed STy & Y gaar § dead & i gfdge e i gaar U g’ gof H & & a6 36 gfcgel gear # AfaRed Jeey Ao 3R 38 9o &9t e
# Fad UA. 3w W F AT ¥ acd § W sadrerds See Riftscar sueor gfdge geer et fw & w1 7 ARt e 3w R F s
glafvaa e aw=m §
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Instruction for use Section A-F/ 3asier A- F & faw forder:
« If Medical Devices/Equipments/Machines: Please fill all the sections i.e/ I 3ugFa susIor, FAfFeRr suwton RAfFcedra AT & yqda ar
g ar gear @l yaHrat & #¥ ¥ A B,C D, E&F
« If in Vitro Diagnostics (IVD): Please fill sections i.e/ If& 3ugFa 3901, 3a- fagr sravaifeesy & siasta smar & av Foar sa sgarat 1 &
S8 A (except/ & 3faRed 6, 7, 8, 13, 14 & 16), B (except/ & 3ifaRad 1,2, 6 & 8), D, E, & F

(A) Device Details (30T T faawor)

Device Name / Trade Name / Brand Name/ fRIfehcalT 39a0T &l A1/ MRes =T#A/ SIoTR # gaferd «A1:
Details/ fdazor Name/ =T Address/ adr
Manufacturer/ fatar
Importer/ 3TRATAHAT
Distributor/ facRoTeRaT

1. a) Is the device notified/regulated in India/aar Rfhcar 39aor iRa 7 i RFEAT & ¢ ves/ &t I:l No/ gt |:|

b) Device Risk Classification as per India MDR 2017/ 1Rl THEINR 2017 & @R 30T & SITQHT geffenior: A I:IB DCDD |:|
. License No. (Manufacture/lmport)/ aS8H s (3cUTe1/3TTd)
. Catalogue No. / I[= HHiH
. Model No. / Jfa%T shaish
. Lot/ Batch No / dle/ 89 &AH
. Serial No./ 4Gl s
. Software Version/ BFeaaR TEHIOT

. Associated Devices / Accessories/ GFaTd Hgre 3TeHI0T
. Nomenclature Code if applicable; GMDN/UMDNS/
FATHSIOT HI5 IiG AEL 8 S TH 3T /g TH & U TH

10. UDI No. (If applicable)/ I&3Ms R (I 1] &)

11. Installation Date/ ffehcaT IUsHoT TAIT feATR

12. Expiration Date / R 3ushior & Ui §r 3ifaw aAis

13. Last preventive maintenance date/ 3ifds TaRe t@REE & e
14. Last calibration date (dd/mm/yyyy)/ 3ifas 3irRiesT e

15. Year of manufacturing/ Rfécar 3ueor AT a¥
16. How long was device/Equipment/Machine in use

Tafrcar 3usor fhdsy THT & 39T 7 Ar?

17. Availability of device for evaluation/
Hoishal o o RAfrcar 3uaRor i Syt & a1 781 ? :Yes/ & [] No/ &t []
If no, was the device destroyed/ Ifg =1gI, ar &1 Rfehcar 3qeOT =Ise g ar=r %ID Still in use/ 373 off RifehcaT 3eoT ITAT H ¥ I:l
return to manufacturer or importer/distributor RIfrcar 3gaoT @t ATy 3maTaeRar a1 faverear @ eiter fear s g |:|

18. Is the usage of device as per manufacturer claim/Instruction for use/ user manual/

Fa1 RAfRcHT 3T FT 3TN TAATT & ad & IFAR/3TANT & fv HERIT A& 3uaTehal ZaRT Tedd i 718 R & HqaR & a2

E?ves/ & |:| No/«‘-!?rl:l
If no specify usage / e g1, @ 3UT HT FEY fIAROT FEIT A

© 0 N o o M w N

19. For devices not regulated / notified in India/

=7 I ¥ ¥ BT o R F AR T8 2 Regulator / Regulatory status in country of origin/
) Rferes 7y &u # s U
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(B) Event Description (Sfaeer are=T %1 faawor)

1. Date of Event / Near miss incident 7. Serious event/ 1R Ffdigel Te-T |:|

(et Trea &1 feaTich/ Fofad Sidiehel Tear 1 fotie): ..../..... /... If serious, Tick the appropriate reason/ If¢ T 3R &, ar 3=
2. Date of Implant / FIfRcaT 3UROT JeaRITUT &I fGatieh: ......[..../..... FROT W A eTamd

Explant (If applicable)/ fafehcal 3ueor &1 X @ el &1 el | a) Death / Heg (DD/MMIYY) D cd

(afg amLan: e b) Life Threatening/GﬁaFraiﬁ'UWD
3. Location of Event/ Te=T o ¥2Te X ufed g% c) Disability or permanent damage/ ﬁmmmaﬁrﬂ

d) Hospitalization/ 3w 3 sreft [_]
e) Congenital anomaly /birth defect (==l fageria/ Sea a‘rsr)|:|

Hospital Premise/ 3/&qdTer @ &
Manufacture/Distributor premise/faTar/faazorsdr & aiew #

Home/ 8X 9T O Others/31= fohdll TATH T
4. Device Operator/ TITFcAT 3UHIOT T TTeleAhell:-

Healthcare Professional/ 991aR Tarezaesnal [_] Patient/ Jf
Others/ 3= S [

Problem noted prior to use/near miss event/ 8. Non serious event/3iT 318 Te=Tr |:|
T 3YROT o 3TN A Y TeAT T Tl ofaT 14T

f) Any other serious/ 1§ 3/ 3T HROT (Imp. medical event/ HgeaqET
TafeRcar gea) |:|

g) Required intervention to prevent / permanent impairment / damage (&¢+T

ﬁaﬁ%ﬁvwmmﬁwmﬁmﬁmm?nﬂﬁ?aﬁwmm

O OO0

1

9. Whether other medical devices were used at same time with above
5. Device di.sposition / Current Io‘cation/ device if yes, please specify name(s)/use(s)/ FaT 3WRIFd IUHOT & AT
FAAT F 3901 7 Fufa d T U & GET F 3wy RfRcar 3UEROT &1 39T R R ot I &, ar
a) Returned to company/ &9el & a9 S?ETD If yes/ afe &, FOT /T fAfEse w1
date/ & ......[......l.c..

b) Remains implanted in patient/ I3f & gcaRI™T &

¢) Within the healthcare facility/ T da1 & 3id9id &
d) At patient home/ 3T & EX X &

€) Destroyed/ 39eUT ASC & 31T

f) Others (specify)/ S 3T

6. Is device in use after incidence/ T G&=1T & §T¢, 39HL0T 3T H &

Yes/ g I:l No/ =Tgt |:|
10. Detail description of Event/ Yfcidel EeeTT T fa¥cd faaior:-

OOt

For manufacturer/authorized representative use only/ &aef fAAIAY3f8%a giafA1er & fow 39

11. Frequency of occurrence of Year/ No. of Similar Adverse Total No. Supplied/ et Frequency of Occurrence/ g&aT
similar Adverse Event in India in ay Events/ @HTT Ticiher 39T 1 3t e 1 3T (%)
past 3 years/ IR 7 Froer 3 auf & z&t AT T TET
TG T icTohol BTN & 3Tqhy T faraor
12. Frequency of occurrence of Year/ No. of Similar Adverse Total No. Supplied/ e Frequency of Occurrence/ "c+T
similar Adverse Event in globally ay Events/ GHTT Sfcishel 3UFROT T 3T J&AT &1 3mafeT (%)
in past 3 years/ faeg AR 3 auf & 54y AT T TE&IT
T 1 Gfciher TeA3i ST 3ghy s faazor
(C) Patient Information, History & Outcome (Wl & & 3R aci#ATa & aRoma i FTHRY)
1. Patient Hospital IDRYST & 3rEddTel 9gaTel TEAT 7. Patient Outcomes/ I3 & adaATA FEufY v aRoma:
2. Patient Initial/ 37 &1 Tfded @1 ¢ a) Recovered/ J&T: ¥a& §31T Date (DD/MM/YY) D ...... loeiin [
3. Age/3r b) Not yet recovered/%ﬁﬁ?ﬁ@ﬂﬁg‘w D
4. Gender/ foiaT; Male/ &Y D Female/ €47 I:l Others/ 37 |:| c) Death/ﬂ%?!‘iﬂ? I:l ...... /o /o
5. Weight/ a3ieT:
g i d) Others/ 31T IRROTA |:|
6. Other relevant history, including pre-existing medical Please speci ;
; pecify/ FYAT Fea & HL
conditionsR1M & qd i 31 Rifecar awfaa fFafa: -
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(D) Healthcare Facility Information (if available)/ (39aTel # JAHRY, FET Tfager e afed g%’ (3R 39y §))

1. Name/ a1H
2. Address/ 9dr
3. Contact Person Name at the site of event/ EcaT Tel YT HYehehdT ol AT

4. Tel./ Mob No./ ColWIe IT AES e :

(E) Causality Assessment/ (Ffciger TEAT FT F0NT FediweT)

1. Investigation action taken/ ¥ IRfY SFT-HRIATET T SATTHRT

2. Root cause of problem (Applicable for follow up / final reports)/ FHEIT &I Hel HROT (of: ITCd FIAT AT sifaer AT F fow 39gerd):

(F) Manufacturer/Authorized Representative Investigation & Action taken (@ a1 siftga yafafr garr St FEEE 6 STwFR)

1. Manufacturer/Authorized Representative device risk analysis report (f#ar a1 3iftrepa wfafafr qarr suswor & gfdser gear @1 faeawor
AT FI STAHRY):

2. Corrective / preventive action taken/ 3Ue0T & Heasl H FURIcHS AT THaRTcaS HEAEr H Serehr:

3. Device history review/ @ﬁmgwwﬁmﬁﬁm:

Where to report?

Duly filled Medical Device Adverse Event Reporting Form can be sent to Indian Pharmacopoeia Commission, Ministry of Health and Family Welfare, Government of India, Sector-23,
Rajnagar, Ghaziabad-20002, Tel-0120-2783400, 2783401 and 2783392, FAX:0120-2783311 or email to shatrunjay.ipc@gov.in/mvpi-ipc@gov.in Or Call on Helpline no. 1800 180
3024 to report Adverse event.

gl R F1?
TAfia o gU RIfhcan 3qeor Feeifiid Sidiher Teel Foe Bl 1 HRATT AT Higel 39T, TIET TH IRAR FHed107 FeAlerd, HRA THR, AeFeX -23, TSR, IS
201002 W ST Wahd §1 TS Uil gear & et oo P GO Haidh - 0120-2783400, 2783401 3R 2783392, tharar: 0120 -2783311 & ARAA ¥ Gof HU Fahl ¢

ar Rfrear suaor Ffta gfdge gear gaer B F1 $AT go o shatrunjay.ipc@gov.in / mvpi-ipc@gov.in - W AT F IT geddsad Ask 18001803024 W Hieh FX
sfse gear # G T TR B

P a
. o 4 AY
Partnermg Organlzatlon g’m [
TEelt Haree L B ]-SRC
Pt o

Disclaimer

Confidentiality:

The patient’s identity is held in strict confidence and protected to the fullest extent. Programme staff is not expected to and will not disclose the reporter’s identity in response to a
request from the public. Submission of a report does not constitute an admission that medical personnel or manufacturer or the product caused or contributed to the adverse event.

ECCILLIR

aMefzrar: el Hr ggEe B Ol ¥ AT 3R WA @ S §) FREA F FAERE @ 30 & S § 7R Sedr & 30y WO Gof w6 aTel @ qgane #
3R g1 T STe| Rl gfciper e 6 e @ g w0 1 3 Woaga o 75 a8 § & ufage gean @ wror, e w4l a1 sqwor & Saar ar suged sqaor
gl
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