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ISO Form 6
RESULT OF VOTING ON NEW WORK ITEM PROPOSAL (NP)

Date: 2025-04-04 ISO/TC 194
N 1496

Title of TC/SC concerned:

Biological and clinical evaluation of medical devices

Please attach the results and comments of the NP ballot from CIB to this form.

ISO/TC 194 Circulation Deadline

N 1496 2025-01-08 2025-04-03
Title:

English title:

Medical devices utilizing bioengineered biological substances — Application of risk management
French title:

Titre manque

RESULTS (detailed results are in the attached Annex)

The following criteria for acceptance have been met:
Approval by a 2/3 majority of the voting P-members; and

[ A commitment to participate actively in the development of the project by at least 4 P-members in
committees with 16 or less P-members and at least 5 P-members in committees with 17 or more P-
members (ISO/IEC Directives, Part 1 Clause 2.3.5), that have approved the proposal and nominated
an expert.

] Justification statements have been checked (all negative votes must be accompanied by a statement
Jjustifying the decision, or they shall not be counted. See ISO/IEC Directives Part 1, Clause 2.3 .4)

FORM 6 — Result of voting on New Work Item Proposal (NP)
Version 01/2022

FRER: A ANF

A AEGBS S5, WIIKFE (AREDEFHH TAEARRKFL T
Aol AR A E G A TR S]] (BAZTHAANRLKRRE QME L) HFEFE
#) 2 i3 AE P BRI T EARLIKZ F G (Recombinant Humanized Collagen, RHC)
AN B IRAREAR R

iE S B E LG & 0AE S I E Ak F 4712
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KA 0 0 0 0 0 Ak 7 13 10 10 10
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H AR R T 170 270 249 191 138 AR EME 0 -0 -0 -0 -0
¥ x & 816 1435 1996 2946 3843 BLAHE 126 348 836 1064 1301
A G A 132 262 161 280 194 RIS F PN 1 4 2 2 2
s BHE K 25 69 25 25 25 Bk 0 1 1 1 1
REAT 235 B AR AR 34 54 12 84 7 AUHER 127 351 836 1065 1302
AR RAT 73 139 125 171 161 Frig#t 18 52 103 138 177
ERS Rtk 243 219 216 209 200  #F1E 109 299 734 927 1125
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JHMFRAE 1 -1 -1 -1 -1 EPS(%) 1.23 3.39 8.29 10.47 12.71
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RS & 289 555 1247 2108 3133 RKaeA
12 B EN A RAE RS 440 954 1619 2458 3450 F LN (%) 67.2 100.0 85.4 27.9 18.1
RAFA R AR A 816 1435 1996 2946 3843 & LAHE(%) 98.2 175.7 140.0 27.4 222
V2B TE N )4 Y) 90.2 174.6 144.7 263 21.4
KAV
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b IR 109 299 734 927 1125  #xges
718 4K 24 41 51 65 75 R RIRE%) 46.0 33.6 18.9 16.6 10.2
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BT EFHALRA -96 -151 -120 -73 32 ERARAHE 0.6 0.7 0.8 0.7 0.6
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EeEidy 3 0 -0 -0 0 AR ASEE 25 1.7 2.0 23 2.5
H AR F AR 1 1 0 0 0 HFEAKkE ()
EFKEHASR 31 245 -157 -105 -137 BRI B (R AT 1.23 3.39 8.29 10.47 12.71
48 IHE 15 44 -44 0 0 RN 1.40 334 7.83 11.59 12.39
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& B AL A 0 6 20 0 0 AEMEeE
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HME T ALK 4 21 -110 -98 -128  P/B 75.6 34.9 20.6 13.5 9.6
R iR 59 389 415 848 928  EV/EBITDA 222.6 87.9 37.8 29.4 23.9
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