/'-.

K < global Harmnmzatmn Wnrkmg Party

_ GHwP Towards Medical Device Harmonization

Adverse Event Terminology for Medical Device

\} 4




A d o = Global Harmonization Working Party
g en a GgHwp Towards Medical Device Harmonization

mm Background

= AET In China

m Application of Terminology




Background

—
»—=Global Harmonization Working Party

GHwp Towards Medical Device Harmonization




Increasing Volume of AE Reports (5 o trmztn i Py

800000
700000

600000 ’///,”””’
500000 /

400000 /

300000 / Effective of the
4////—___,,//’/' New Regulation
200000

/

100000

0 T T T T T T T T T T 1
2012 2013 2014 2015 2016 2017 2018 2019 2020 2021 2022




Why Is The Term|nology SO |mportant? k\:_-s Global Harmonization Working Party

GHwp Towards Medical Device Harmonization

Increasing

report volume
No

standardized
guiidelines

Lost potential
risk signal

Adverse Event Terminology is required
to standardize the report
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The FDA MDR adverse event codes are divided into the following six categories:

Name Purpose

Device Problem Code Describe device failures or issues related to the device during the reported event through
observational language

FDA &5~
#

-' Manufacturer Evaluation Describe the method of investigation of the device involved in the reported event
-
/"‘ ¢ eV Method Code
e lizgg . R o T
*‘5 Manufacturer Evaluation Describe specific findings from the investigation of the device involved in the reported event,
‘. Result Code typically an explanation for the device problem observed
> i
J A PA N ’% Manufacturer Evaluation Describe conclusions from the investigation of the device invelved in the reported event, typically
Conclusion Code a root cause for the device problem observed
Patient Problem Code Describe actual adverse effects on a patient that may be related to the device problem observed
during the reported event
- G i o i Device Component Code Describe specific device components or assemblies associated with the device problem
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ISO/TS 19218-1:2011

Medical devices — Hierarchical coding structure for adverse events — Part 1:
Event-type codes

SV HTE




(=

Global Harmonization Working Party

- &S
References- IMDRF Terminology S owards Medesl Dovite Permozatoy

@D IMDRF [siomtbieaesi oevce

Adverse Event Terminology

Harmonize terminology for reporting adverse
events related to medical devices, and further
harmonize adverse event reporting datasets to
improve signal detection.

Level 1 Level 2 Level 3

|

Coding = The act of assigning a alphanumerical code to a term
Terminology = Totality of terms used

Hierarchical Coding Arrangement of terms in a hierarchical (logical tree-like)
Structure = structure with various "levels"

Figure 1: Schematic summary of relevant keywords with respect to adverse event terms:
LU LU LU

"term", "terminology", "code", "coding”, “hierarchical coding structure" and associated
H! . [ "
evels”..
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Adverse Event Reporting
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Terminology Terminology
Code (Chinese) (English) ICD code
3 B, A
M030100 =S¥ Fracture(s) ICD-10T14.2
M030101 FESIF Arm fracture ICD-10 S42.3
M030102 PR EiT Wrist fracture
M030103 SRR S Delayed union of fracture
M030104 mair Hip fracture ICD-10S72.0
M030200 =] Bone injury ICD-10)13.9
M030201 B8ERG Spinal cord injury ICD-10 T09.3
Level: 3

Coding Structure: M XX XX XX
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HERE — Eﬁﬁﬁ*l‘g (d30) ERHRAE (ZX) TL A3 4k, 2= 1 R i 25 Physical and chemical properties Problem
1 11 D10 B 14k Jif ] B Electrical Problem
1. Bz Device Operational Problem D1001 FEREE S Capturing Problem
Dol BEETRE Device Operates Differently than Expected D100101 e R Failure to Capture
D0101 HEER Fauit Display and Message D100102 EHEEEE High Capture Threshold
Do102 EAMERL Unexpected /Accidental shutdown. D100103 WriERE R Intermittent Capture
D0103 BITEM Operational Failure D100104 EiEEEE Unstable Capture Threshold
D010301 wiERY Device Inoperable D1002 ESa R Continuous Firing
D010302 RENE Keyboard and Button Failure D100201 FEIRIE Frequent incorrect discharge
nnind FEET 4 A AR B Failire to Ohtain Samoles D1003 ﬁ%ﬁ%@ o] &1 Device Sensing Problem
II1. ﬁﬁm% & [‘ﬂ E Computer(O% and Hardware) and Software
D17 & ALE ¢ ] BB Computer Software Problem
D1701 o7 FH 0 8 o) BX Application Network Problem
D1702 L HFE 5] 81 Application Program Problem
D170201 NWHEFESES SRR Application Program Freezes ;, Becames nonfunctional
D170202 N HEEEEA PRI Unintended Application Program Shut Down
D170203 s A Programming Problem
D1703 EFTEANERE Incorrect Software Programming Calculation
D170301 FlETEHEE Daose Calculation Error due to Software Problem
D170302 EHTTEHEE Parameter Calculation Error due to Software Problem
D170303 hETEHEE Power Calculation Error due to Software Problem
D170304 pZhERE Medication Error
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Terminology Categorization

Terms for
Respiratory
System
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4mhg HEANE E3v4 pi=re) HERE 3y
M060100 i lgal Pulmonary injuery M020114 TR Mucosal injury
MO060200 SEHRG Trachea injury Harms of M141100 WtRih Larynx injuries
MO060300 SiEEE Airway obstruction Ventilator  mos0200 SRl Trachea injury
M060301 SiEREHEN Increased airway resistance M020116 SES Barotraumas
MO060400 I R Dyspnea M023900 S Pneumothorax
MO060500 HEES Hyperventilation M022300 75 Paralysis
QSSOGOO BEAE Hypoventilation | M033100 DO R Quadriplegia

0700 TR T Apnea M040100 Dbl Brain injury
M060800 YEEEE Bronchospasm MO052100 BSlE Hypertension
M060900 TEERL Bronchitis MO060600 BEALE Hypoventilation |
M061000 =31 Asthma M061300 =8 Asphyxia
M061100 et Hypoxia M061500 fiiniyes Pneumonia
M061200 TREEVIE Anoxia M171301 a+s Oxygen toxicity
M061300 =8 Asphyxia M090500 R Infection
M061400 _FPIRiERER Upper respiratory tract infection M170102 ILNEMEARTS Cardiogenic shock
M061500 sk Pneumonia M170400 MR R e Respiratory acidosis
M061501 XSEMRK Bronchopneumonia M060300 SIBEEZE Airway obstruction
M061600 Atz e Pulmonary edema M197203 Shh Emphysema
M061700 [iila i Lung overinflation M020109 SIEIlGal Incised wound
M061800 IFIREZFIE  Decreased respiratory rate M061700 FrBIHBE Bl Lung over inflation
M061900 IPIREZRIEAN  Increased respiratory rate M023100 5 Fistula
M062000 WIRINREARS  Respiratory insufficiency M212000 IEIRAT AR Ventilator dependent
M062100 FRER Respiratory distress Bl r r
M062200 IR E=is Respiratory failure M052400 M dec;:cr)gaps:j e
.................. M180400 fhER, Electrocution




—

@ Global Harmonization Working Party
System DemO G-;;vp Towards Medical Device Harmonization

RS 191122 x®
FRRS RS x
upl ubl x
=) [ 2019-11-22 x ‘ ]
BYHE [ 2022-11-21 x| 8

Q FRIEMHER

BHREER [ 2021-04-28 x ‘ =]
Bk E [ 2021-04-28 x ‘ =]
GEEE O OFEirE ®© Hit
- % )

x s
EHEER [ rexmrsnazsRs }

X s
2] [ ZXE x} HER [ 1994-02-16 x ‘ =
s E x| v | = [ x|
s ®5 0% wHS B x|

BRNEIRED92000030

BRAERE

O E=RiER



Terms for

Transvaginal
Mesh(TVM)

Maintenance and Updates
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1 Nervous System Peripheral Nervous Injury
Hematoma
Vascular System Hemorrhage/Blood
3 Loss/Bleeding
4 Bowel Perforation
5 Gastrointestinal System Constipation
6 Melena
7 Dysuria
8 Hematuria
9 Micturition Urgency
10 Kidney and Urinary Tract Urethral Stenosis/Stricture
11 Urinary Frequency
12 Urinary Retention
13 Urinary Tract Infection
14 Abnormal Vaginal Discharge
15 Dyspareunia
16 Reproductive System and Genital Bleeding
17 Breast Rectovaginal Fistula
18 Vesicovaginal Fistula
19 Vaginal Mucosa Damage
20 Musculoskeletal System Myalgia
21 Skin and Subcutaneous Impaired Healing
22 Tissue Skin Inflammation/ Irritation Abscess
23 Urinary Tract Infection
24 Abscess
25 Infections Bacterial Infection Pyoge_nic
Infection
Post Operative Wound
26 Infection
27 . Erosion
Injury
28 Foreign Body In Patient

Device Harmonization
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