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MEDICAL DEVICE ADVERSE EVENT REPORTING FORM

Materiovigilance Programme of India (MvPI)
(For Consumers/Users)

(A) PATIENT INFORMATION, HISTORY & OUTCOME

1. Patient Hospital ID: 6. Other relevant medical history, including pre-existing
2. Patient Initial: medical conditions:

3. Age or (Date of Birth):

4. Gender: Male O Female O Others O
5. Weight (in kgs):

(B) SUSPECTED MEDICAL DEVICE DETAILS

Medical Device Name / Trade Name / Brand Name:

Details Name Address
Manufacturer

Importer/ Distributor

Model No.
Lot / Batch No
Serial No.
1. Date of Adverse Event / Near miss incident: 7. Whether adverse event is
2. Type of report Serious event O/ Non serious event O
Adverse Event O If serious, Tick the appropriate reason
Product Problem O a) Death Y SRR AR
(e.g. defect/fault/error/malfunctioning) b) Life Threatening O
3. Date of Implant / Date of device used: ¢) Disability or permanent damage O

»

Date of Explant/ Device used up to date:

d) Hospitalization O
5. Location of Event:

_ _ e) Congenital anomaly /birth defect O
Hospital Premise O f) Any other serious events O

Home O g) Required intervention to prevent / permanent impairment /

Others: v O
6. Is the device in use after the incidence
Yes O No O

damage O
8. Whether other medical devices were used at the same time
with the above device if yes, please specify the name(s)/use(s):

9. Detail Description of Event:

(D) Reporter contact information:

a) Name : b) Occupation (optional): c) Tel./Mobile:
d) Address : e) Email.:
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o<t Txmrur

Rftrcdr suor yfagmer aear gaer et
(3usEFaT3l/ 3TARRATHT & faw)

Pt f&i®: (dd/mm/yyyy)

1. 3l B ST UgATH e :
2. At 1 e AW

3. 317 / o4 fafy:

4. fFm e O W oo
5.dvi:

(B) Hfery fafrwita Susor o1 faazon

R IUHRT BT A1/ AURe A/ TR H v=iferd |
faaror am Tar
fafar
AT/
faaRuremat
UicRey hHid
die/ ST $HHG
YR ShHID

(c) Wfagpa geT a1 3IE B A\ BT faavor

1. Uldgd/ HHIfdd Ufddd ge-1 &1 {&id: 7. agpd ge1 BT UPR:

2. G HIUBR MR ufdgage o, RoReeT o
vfdgageT O Al g TR R, o SR HRO1TR e e
JUEHI ] AT O ) GG (dd/mm/YYYy) O eoveeess] o] weverenie
(e.g. BHI TTTRTSM) b) e & R ERTS O

3. RIS IUSU YR A1 IULNT 1 fies: o ReamaarwRrh &Ry o

4. TS IusRu B IR I FHpTem T ST s B Bl fei: d) Srga A YAl O

5. T b W R 9 g e) SO fawIfa/ SN O
YA URRA 0 / WK O ) FRIIHRIRO O
I RER RIFTR: e o g) T A & g S1awas gxaan/ R 81 811 a1 IR SfavRd 8N O

6. U P §1E ISV U H 8. HTIWIKI IUBRUI & TN Th 51 GHI H 3= Fafoed IuHUN &1 UM
& o T o fea Tt afe &1, o o T /3uai Ry e

9. yfama ge &1 fawqa faavor.-

(D) | &t aTel HT FaaIor:-

a) b) TR (A fediep): <) QR I
d) Udr: e) éﬁa :




WHERE TO REPORT?

Indian Pharmacopoeia Commission:

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.

Helpline Number:

Adverse event associated with medical device can be reported via helpline No. i.e. 1800 180 3024
[Available from: Monday to Friday (9:00 AM to 5:30 PM) |

Email Contact:

Scan copy of this form can be sent via email to mvpi-ipc@gov.in or shatrunjay.ipc@gov.in

DISCLAIMER:
Confidentiality: The patient’s identity is held in strict confidence and protected to the fullest extent. A duly filled reporting

form will be verified by the nearest monitoring centre of that report than only verified report will be submitted in the MvPI
database. Submission of this report does not mean, the reporter /consumer will get compensation. Submission of a report
does not constitute an admission that medical personnel or manufacturer or the product caused or contributed to the

adverse event.

HRAT Sv<T Wigar 3w
o Tafted s gu Rfhcr ST aFs T gfcidher ST Fe Bia Y SR S ST AT, Ty
Td YRAR AT AT, HRd TR, AFeX -23, TSR, IMTSATEIG -201002 T HST b ¢

HEIAT IS :
Rafhcar 3ushor Foeftia gfdeger gear #1 e i @Y 18001803024 WX hiel HT Ffcipel T
P gol AT Thd B

[39eTst: FIATR & YFar (Fae 9:00 &5 & ATH 5:30 51 T%)]

A AT TIH:
"@2‘ Rfhcar 3utor @reftid ufdepel Ocal el BF H Fhad HIW H A 3o 8o
mvpi-ipc@gov.in or shatrunjay.ipc@gov.in 9 AT FIT gl T TR gl

Ez.{‘zhw:
Tu=tarar: I & v &1 I aRe A MU 3R RIS T ST § | &St T T GaT &Y, JadT & Fdvead fd R
&% U T g & IWRId g1 AR aifaforcta Ui ot e & ster 99 & it fear swm - 39 KUl & o oA
F1 Adad g el ¢ for R /Susiiaar & forht arg &1 gamast fiyamm | faf ufdea get i Gam &t gol &m &1 o
e a ot ug 7Y 8 for ufdget g o1 SR, fafden wif o1 Iuaor & Fmfdr o1 Suged Suas B
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