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World Drug Safety Congress Europe 2024 : 7-8, Oct. 2024 Amsterdam

g the regulatony
pllanca with dat3

WORLD

DRUGSAFETY

CONGRESS EUROPE

ADDRESSING KEY CHALLENGES FOR SAFETY
PROFESSIONALS

7 - 8 October 2025 | Amsterdam RAI

EUROPE’'S MOST EXCITING DRUG SAFETY & PV EVENT

TERRAPINN > World Drug Safety Congress Europe 2024

Home  Attendees&Networking  Speakers Sponsors & Exhibitors ~ MyEvent  MyBadge  Products & Services  Prizes & (] ]‘ﬂ%,%ﬁ . %% (2024&10% 7_85\ ) /RAI AmSterdam, NI—

|{ A | X }
Filters Sponsor presentation - iVigee

d Hrtre AIBSSE D EH S 2 DAL
AIES3E : 31-Session (all : 257)

31 results

GxP environments and Al: proven implementations beyond the hype

Location
™ 88 Presentation

Time zone 8. Jan Petracek
iVigee

© Event time zone (Europe/Amsterdam)

O My time zone (Asia/Tokyo)
Al/ML - opportunities in pharmacovigilance

Time format Sponsor presentation - — = = S > = —_
o SoseToe: AIBEES X T L OEREMIREE E GVP CSVORER A AHZERE |,

88 Presentation

@ - - How to ensure compliance?
MR 8. st it - How Can We Guarantee Reliability in Our Systems?

Thu, Oct 10,2024 9:20 AM Sponsor presentation - Transperfect

i e poer s Srnt © o5 22452005507 - What Are the Effective Methods for Validation?

> © Al &Automation, Auditerium
Thu, Oct 10,2024 12:05 PM 98 Presentation
Generative Al and pharmacovigilance ﬁ Christine Buggle
writing - a winning combination s

Thu, Oct 10, 2024 12:25 PM
9! pe-2024/pl o8 Al drivan solitinas for simnlifdng ranarting rulac 4



https://www.terrapinn.com/conference/world-drug-safety-congress-europe/index.stm

World Drug Safety Congress Europe 2024 : 7-8 Oct. 2024 RAl Amsterdam

- — Machine learning and emerging technologies
Artificial intelligence in pharmacovigilance at in patient safety
Pﬁzer_ use Df [arge la"guage models Wednesday, October 9, 2024 3:25 PM to 3:45 PM
© 20 min. (Europe/Amsterdam)
Thursday, October 10, 2024 9:20 AM to 9:40 AM . . . © Al & Automation, Auditorium
20 min. (Europe/Amsterdam) Machine learnlng and emerglng 88 Presentation
technologles in patlent safety
egpe = . . . & e © Plenary = ednesday, October 9, 2024 at 3:25 PM to 3:45 F
Artificial intelligence in pharmacovigilance Pfizer
oo Keynote
at Pfizer: use of large language models BMS
Thursday, October 10, 2024 at 9:20 AM to 9:40 AM
L
Speakers
E =
- Mark Widd
Applications and innovations of Al in signal 5; Senior Manager. Digital Capabilties, WorldWide Patient Safety &
Bristol Myers Squibb
management
® Wednesday, October 9, 2024 11:45 AM to 12:05
PM - 20 min. (Europe/Amsterdam) -
o Application of i ions (MT) and
. . . . . . Al & Automation, Auditorium Al 0 ehdAGEnd case
Applications and innovations of Al in signal ,
88 Presentation Thursday, October 10, 2024 12:25 PM to 12:45 PM
@ 20 min. (Europe/Amsterdam)
management Application of machine translations (MT) E—
Wednesday, October 9, 2024 at 11:45 AM to 12:05 PM and Al technologies in end-to-end case © Automation, G104
. 88 Presentation .
processing Ab b\/
Thursday, October 10, 2024 at 12:25 PM to 12:45 PM | e
Pfizer
| | i
You may also like Speakers
You may also like Speakers ae::v::;h:iﬁir{eg ;zzsnons and select the ones that ) )
4 Achilleas Kalogirou o
Browse the different sessions and select the ones that Contining the innovation o e Lead-Office ofsafaty.Operatians =
ontinuing the innovation journey in Moderna:
are most relevant to you. Philip Jones cinical tials and case processieg s
Senior Director, Disease Area Cluster Lead, Inflammation & Immunology &
03 Signal Detection & Management Panel - | Pfizer
Integration of real-world data into signal... >

Al driven solutions for simplifying reporting rules
@ Oct9, 2024 4:05 PM to 4:25 PM

-BKD Global Mega Pharmah's Al #eez2FIALE PVY ® Al& Automation, Auditorium Voderna
ATLDIHREIHTETWVS, %3

o Presentation

E) Katarzyna Gruchala Magdalena Gielo
KIEREA AR RDB3EENTNS., 8 == €




0. PV: PharmacovigilancezHD#&< AI-PV ValidationiRiz

Al, ML, GenAl @ PV~ DEfFREGERE &

g Good Idea! ﬁ < @ % / \

o 1) ArisGlobal LSMV + NavaX
0 g @ Br o @_ 2) Veeva Vault Safety
arma B
Top 4 3) IQVIA Vigilance Platform
Manage [ Company J/@ “ 4) Oracle Argus Safety
Eht - AVEEE(T - $1PV SystemT. fEf BN NEN 5) RxlLogix PV Case Management
8 7op down WEIZ FEHIBTEET & ! N
@ Go ahead ! - §TICETPharmaTOEA S A AlEE
PV ﬂ FoTHBYMBAHETETLET, KPV System [ PV System Vender J /
QAQC| ©Se [RYBHLVLSIZ] ] -
£8P - \_ o J
T
~ i 2 Al PV Business Potential & Proposal
- AlEgEST - TPV SystemD{EFEMERIE (QMS) % GxP CSV @
Validationz &5 95D ? [ h
- AIBEIFBRICHES L 7=, ValidatedIRREIC4 > TWBREEIX ? Al PV Validation
- FDA/EMA/MHRA/PMDA#HIHERAHLDLFal— 3 VITHH .
ERTLBD? : B Method & Services
k [ADPRODT AT TITE D ? ?/ / \_ J

WREEHRGTEAE (UTIHE]) ENREXBEEEELE UUITIRED -
Z2ERSEFE CUITIRED ©2025 by HiroPharmaConsulting® Co., Ltd. 6




(2%) ICSR (Individual Case Safety Report : BEEEREFIIRE) OFMEHEE. RELS1HH'CRO (Contract Research
Organization) [CHBBEFEIHIZEDI1AEMSGIDOETERAEM (CRONDAEPZRE) 1.

I L .

ERHL. ERLE1—4KHIEHD ¥10,000 ~ ¥20,000
B#t 70—/ IS, XX F571T 58 ¥15,000 ~ ¥30,000
Ctt HERTF. TEMEFIDD A ¥12,000 ~ ¥25,000
Dt ERATF. BREIERE b5l XIS ¥10,000 ~ ¥20,000

(GE1) Ox 54815 : EHAN)
- ZFEEMME KEFIEL (VD) ([CEDTAZANI>hENBen'®d (il : £fE1,000EHIU E(F10~20%IET)

- 1528 - AAB X FEPPMDA - EMA - FDAXER M2 2 0IH A, BIEMESHD (+10~30%)
-—8BCROTI(E, EFEAREZZHIHD (] : 30MEFIFTHEARBIERL)

I %

SAE/AEDQEA A MY 77— MedDRAZI—F 4 > 47,
CIOMSH ., #7571 7iREE XS

4,000~8,000

- RER T

MedDRAZ—F 1 > &'\ + 57 « 7THER.
FRIEFME. CIOMSTERET
9,000~15,000/

HRER - 2K -

* _Iéﬂ_zﬁqzﬁ

EEILEa—, #IR (EeR) .
PSUR/DSURE#E T
15,000~30,000H

« HRAE 4038
ERASTE A S O +ICSR1EL (E2BXEE 1)
10,000~18,000

1EFIFII 2 AMEET DL KFERMA—DTER ICSREﬂiﬁIﬁﬁ:ﬁ(\

h'100,0004 (1074F) T.ED5550%EHIEIEPCROZFEL:

A, ¥20,000 x 50,000 = 10{EMADOSNEPEFEEENHD S,
AI-PV/EAT Cost 50% cutT&Eh(L, BEitstETS5EMA DS EPH
HHEEHIR BT HE

BHMRIES & DIFEE. SR -

K(zlsg 1 ?-QA_QCHIICOK ??) /
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1.1 New AI PV Validation Service2{4EX A I New Proposal ﬁ

Service SCOpe Hiro Pharma

Consulting

_______________________ .
H E ,/ @ \
for Al PV Test
]
HH [ Cases } -
Sample

Pharma
{ Company -

1) ArisGlobal LSMV + NavaX
2) Veeva Vault Safety

3) IQVIA Vigilance Platform
4) Oracle Argus Safety

i
GVP @ Al PV Validation R 5) RxLogix PV Case Management
CSV I| Method & Services ® : Ry
I [=]
CSA @AI o (Japanese Patent : \PV System [ PV System Vender ] J
al.
’:./\F‘ : User Training Anplication) J :
{1 | Course& |- | [@ : Al PV Validation Method & L T D&H)% GVP/CSVEik &
P ! \W 1 | LT, Parma & Authority (Z33%]
& Reu”ions : @ : Al PV ValidationlCfEf 9 % Test Case Template DEI/S U
i | [ APV Validation csV Doc. T— a Y PEEERIEZIRY #ERICRE
L.J i Template Kits/ Al PV VMP, URS/FRS, I
\\ PV Procedure 0Q/PQ Test Scripts I 3, @ : Al PV CSV Documents®&{is o {E3E T #HEiR
SOP(s)
m . /Y | ®: Al PV Application TDGVP CSV FS: Feasibility Study ® %7,
~ — i — — — — ——— _;’
RA: FDA/EMA/MHRA/

PMDA/NMPA/MFDS

©2025 by HiroPharmaConsulting® Co., Ltd. 9




1.2 AI PV Validation Core Method (1/4)

Al#aEZEH U PV: Pharmacovigilance System® GxP¥i/\UF—
SAVFEOBENY, [BRITBNIFEFTHRME]

1) —#iR PV: Pharmacovigilance Application System(c$iF 31 Z2144E 5l
REGI O ¥IHAFHE 1D'OE A,

[FUSIC. PV: PharmacovigilanceD S SERTRNBIEFINIBI OEAZHAT S,
- BEIOFRTHEOEED T, BESAICRIRVEIEEER (RIFASF) 10— X5z
1375
- INETR. COFREBDZE. ANZANBHET AR ITOEUFFMEIERU T, =48
MICIKIEFHMEIEE (Medical Doctor) JICKBHIEIER -IFERS I [BLXN - KA
(FRAICEHERD ? CNETICRESINTVED, RIXBICEREDLIHEN ?) 1. 85
ZHICREAEDEREFRBREZHIBRLT, MBIZE (PMDA,EBESEE) (CHhE%

TRHOTWVWB,

In Production

Innovation in E2E Case Processing with NavaX Cognitive
Automation

LifeSphere Advanced Intake [ > | Safety Database

©2025 by HiroPharmaConsulting® Co., Ltd.

51F : ArisGlobal DIA Japan 2024 Seminar&#}

Disruption in Safety Systems: Cutting through GenAl Hype to
Generate True RO. Slide-5.

TS SREFERFEDDHEFEICTER.

10




1.2 AI PV Validation Core Method (2/4)

2) =i (SC1 - 24) LEEEM—XREEMEPSIC, AL, AI/ML, GenAl, ChatGPTIRED AlFLii%HdHy
IAMTE. PV Application Packageh'BiFE -2t (AR55) SN TETLS,

RT|EOBA—-hELTIE S #1355 (ArisGlobal. Oracle. Veeva. IQVIA, RxLogix) .
CNEDA=DHSIEITICTAIIEEEZIEEUEPV System JEUTRGPTE, CSF—RETORIRNITOHNTETY
Do

3) &T.Pharmacovigilance System®Diza. BEFSEIED GVPASRY. GVPHA RSAURBRERZETFT IS
EhHD, HESKUAHNKREIRR (BFEDEZ2MEELEFS) TEOD PV Application SystemZ{EBI35155(3.
H5MUHTABBERIIC]. TOEHIERIIZIBRT DD, BRIHERIERLEDBEREZ RFIAY MUTEEFUIE
TOALEBICLREVTHEIRITNE RSBV, EUTHRBEIZHBEHNSDIEE IS EEAR. Btk ValidatedfE®R
DEFETIET Y AZIBRURIINERS BV (LF1L—->3> - ERE) .

©2025 by HiroPharmaConsulting® Co., Ltd.
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1.2 AI PV Validation Core Method (3/4)

4) LEROEREMERIDEENS, —RICIE GXP/ CSV: Computerized System Validation&HEIENS5EET
HD. [RBEEHI IO CSV Tasks/ DocumentsDFEPSLIROEDARER, I TICHIIENEFEDLHA RSA
YHFEELTED, AIZ#BHAATE PV Application SystemT&H2leUTHE, MK EBBRDEZ B VPFET
GxP/CSVZEItEIFETRER ) (IFEROREE>BW) ¢EZX5NS,

5) BUHU. PV Application System®DI AZHBEE : After Go-LivelDII—XT., BEIRAILFEWNEDIE
EiBETI(E. [AIFEE PV System1DiZ&(E. AIHEE (FEAET FTVIRYIRIREE) O. HEVFBHEEDFERTO
FEEMR (BBoTVSIERT ?2) (1P, 5EDREIINELS 2 1%, BEIF- WIECABMRTIEIIENTHEE L
BTV, Fle. SO AIQKRRILELHKMMERNIIRICERUEES. [SEDEEICEOFHIEINEZEICR>TE
3CLIFBEBATH S,

> AlI, AI/ML, GenAID:EE : \NL>2%—33> (Hallucination) RBIRE [EREERD. FELBVIEER

(KR-1E) BNERUOTULFESC LD HB. (ARDENZIEE - BEBWICHBITERWN : AIZEATS?)
> KREEFEET)) (LLM : Large language Models) TOFEBEEDRROIYVIE. TOBERIRESE
DEEZENTOLR L,

©2025 by HiroPharmaConsulting® Co., Ltd.
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1.2 AI PV Validation Core Method (4/4)

6) PV Application System®DiZS. [BEBDERDEZRIZRETIENKEHRORBIFNRIATATHBE
5, HEEREEE (99% IELUV) ITHBAENERENTVWS. [ 20=95%, 306=99.7%]

L. [EE KM (—FBIJVWHETHD. EFIZENS15HUAICHRBIZBIEHSHHBHE) ITHIENZREEST.
[FEEES-BIX (FRMSEIRULTEHBHRERAE, FRESICEZTHS) ICAIVHEBHELTLIEOEESE.

Pharma Critical, Patient Critical BRERDERO>TUES. COLSBEROEREFIFEMEFI D HoOIIBES . BULIRE!
HBOEBF TN EHINEIESE. BE -BEA-HHRD ., MEESHEONREBDEXEZBDONIIEN D
%, 60T PV Application SystemODBERDEFHIERIIDHIFENTVSD (continuing Validated PV
System) W, IFFEICEERREICROTNS,

©2025 by HiroPharmaConsulting® Co., Ltd.
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1.3 AI PV Validation Core MethodD4F5FiHifA - BEERP (1/2)

AI#aEZRIEEUE PV: Pharmacovigilance System® GxPX/\UF—33>FiEk (IFEFHED - BESREP
%5f62024-213393)

PV System(cHiFd AIBBEDETAMERSE (Validation) #1355 (Validation Method) %. ®EA-h
DOPVEEY (F8) PHAHIZSBEIMNGESTEIFSENRFENIKRDENTNS,

UEDST. EOJ7—XAVVINT1 I TR, SBHTHEEDNSHD. M OREMEEETEECREB VLSBT AT
BEZIEEUPV System®DGVPU7PUFT—33aYFiXI12ERUT, 151805 (—MNICE. ESRATOEANEH)
ZAFEFTICHEALE, #UT. D PV System Validation MethodZiEBAYI3IB&ICHER. EAYRI Y
FAIIY—ERV, IRILICHER AI Validation CSV template Document Kits, U AI Validation
Test Cases Template&U'. AI Validation TrainingdRk— M2y hDIR#H%E 20254 1A LDEKTEEICT
%o

HEEsral ALRERIETU PV: Pharmacovigilance System® GxPXi&/\UF—3>3>F k]

©2025 by HiroPharmaConsulting® Co., Ltd.
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1.3 AI PV Validation Core MethodD4FEF i - BEBRP (2/2)

@ AIgsERE#HUE PV: Pharmacovigilance System® GxPHENUF -3y FEE (HSrHED - Ba5E
kP 45FA2024-213393) <WUF—&pikE>

/AI, AI/ML, Gen-Al, LLMs, NLP )
DISFEMEREED T3 7= R I E 4
FAlZ. GVP Al Application CSVIZ
(3 TFRE. GXPEBBICEINBMEEZED

WP HINZ2412191  $EREI2024-213393  (Proof) #EHIA :4rf0 64E12H 6H 1/E
E;‘.’fﬁgl ) e I |— s Lk = =
Al#E#; PV System| % Al {# Chat-GPT, G
[&T%] R FIT BT = =] ys e m Eb e- L a y e m I n I
[ pEFe ey 25 4] GIBH 20/10 _
Liew #] T\ = -a— T\ f~
[ il KEERAEGEIEANEZ TA16%12—703% His A %)J ‘mnE 5 @ . ‘i d~ "\o
ttea7yr—=aLHd T 4 N
JivE ]
HraT LA

[BEELSRIE, o |
=M. Al GVP CSVEXRGTEZiIEL., [Al¥EH PV System]
% [ABERDQA Method| DEET, Y7V v FEFH
[Hi1F 9 242 (Expected Results) | [ -oTWBH DY
T—avEITEITI,

ZL T, ZDOCSVHER LT ET X% AlI-PV CSVEREE L L T2
%93, Thick) S£EHN%E GVP CSVFIETEEMRIIE -
Al-PV System#% (L TEZe M MEREZ2 [AEMEE] HE

shieE CipDo
k(GLP/GMP/GCP/GDP/GVP---) W,

A F74AVETFERE - SHATE S I LHRE,

@‘d‘%:t? (BEORSHETY | . FAABILRICbES
= /

©2025 by HiroPharmaConsulting® Co., Ltd.
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1.4 AI PV Validation ICSR Test Cases Sample

1) AI Case Intake & Triaget#fEZ Validate93zs(c,. CS (j&BR) . PMS (hiR#%) . Literature (3Z@EK) DAEHIFHEA ICSR Test Cases SampleZziz#td3

2) AITHESROZHE - @B M2IBERIZEHIC, 1-UBFHMEFESTIIRS. E=Fh 51D ICSR Test CasesT®D AI PV ValidationhHEERS

3) $5IC TH.1: ERERIRA. SBLE. EIFNUZOMOREIEIRT SORERIDE &1 dsBiRL A E, MD(Medical Doctor) DERILE1— - TV AEHIFHEiN EE

PMS : ICSR.xml E2B(R3) Format Test Cases Sample

J2.1a = Type “AB’ : EIREWFRERIHRE (HiRE)

'<MC(I INﬁOg]gUUVO] xmlns urn h17-0rg:v3” xmlns:xsi="http://www. w3. org/2001/XMLSchema-instance” ITSVersion="XML 1.0” xsi:schemalocation="urn:hl7-org:v3 MCCI IN200100UVO1. xsd">
<|d exﬁeq5| ek 171?0000001 root "2.16.840.1.113883.3.989.2.1.3. 22" />
<crear|onT|me value= 20180803000000 />

<I-="sC ¢
<responseMgdgCode code="D"/>
<|nterﬁc%|onld exgjgnp%logn L IN200100UV01' root="2,16.840.1.113883.1.6" /> v <controlActProcess classCode="CACT" moodCode="EVN"
& e it codeSystemVersmn 20 codebyster="2. 16,840, 113883, 3.980.2.1.1.7"/> s T':?SSJEE‘JQWUV GRS LI AT TS
N2 1 x —URF > <effect|veT|me value="20140714151617-0500" />
<|d exﬁenswon "JP PMDA 'lZ%ggUD(é]?T' root="2.16.840.1.113883.3.989.2.1.3.1"/> <l *B C.].Zic (DiateSOf Creatmn (with UTC offset) -—
z v<subject typeCode
<C'eatgg”7‘ge Value 20180803000000°/> v<investigationEvent ClassCode=" "INVSTG” moodCode="EVN">
Sinteract onld extgnsmn/)’PORR INO490160V" root="2. 16.840. 1. 113883.1.67/> j}d e“g"?"’"- USdAf SR(C;E;’;“‘E’g’f‘Bty'ggg;r% 1112.232 }dl;:‘?“ 3.989.2.1.3.1°/>
rocessingCode code= y
<brocessingiodeCode code="T"/> <id extension="US-APHARMA-8744554B" root="2. 16.840. 1. 113883. 3 989. 2 1.3.27/5
<accepﬁ*\gk¢°ge coge="AL"/> I_E Cd BPAT HBG"E’W U"c'iqge 74 %d?gtézéc?ti%s% 2 v
Shad g TS 5 S — <code code= codeSystem= 4" /> )
'3?2,',‘(% Hgﬁgggdg ’DEV deterningrCode="INSTANCE"> walue X8 typesTBLA o | T T WAL TS oo n GedCase Narrative Including Clinical Course, Therapeutic Measures, Outcome and Additional Re </text>
<| exﬁ995‘°” ”EIPhigma é%?—%gg%%ﬁ;§4° 1>113353 3.980.2.1.3.12"/> </</énve§6%%atiuncharacteristic> :;;;tusCo&e Egag Ngg{?sévs>lnclud1ng Clinical Course, Therapeutic Measures, Outcome and Addltlonal Relevant Information -—>
b i N PRV - subjec
</device> <I--"C1.11.1 v<effectiveTime>
</rece\ver> v <subject0f2 tvpeCode "SUBJ”> <low value="201401012112-0500"/>
Nzr2 — v<investigationCharacteristic, classCode="0BS" moodCode="EVN" e g =
'?Egder tynfcodefd 0 . <code Code="3"" codeSys en=". 16.840. 1. 113883. 3. 989. 2. 1. 1. 23 codeSystenVersion=" e Npet IS BITRY AOSIVE TIOM G~
levice classCode= DEV eterminerCode="INSTANCE"> <= G101 BERR EE
<id extension="PMDA” rogt="7.16.840.1.113883.3.989.2.1.3.11"/> Saluekeit pe="CE® ‘CodeSystem=" 2 16,840, 1. 113883, 3. 980, 2. 1. 1.5"/> <ava|lab|l|tyT|me value="20090101"/>
<I-="N2r2n Xy u—JREERRTF e o e ter TS <I-- C.1.5: Date of Most Recent Information for This Report -->

/</d€VICE>

:/gb]ec f] )
v <subject0f? typeCode "SUBJ”>
v<investigatiopCharacteristic classCode="0BS" moodCode="EVN" e ., L B
<code code="4" codeSystem— 2.16.840.1.113883.3.989. 2. 1. 1. 23 codeSystemVersion="2.0" displayName="nullificationAmendmentReason”/>
'<value X(S:I stype="CE">

IR EEER
<or|g|nalText> <JoriginalText>
</value
</|nvestlgatloncharacter|st|c>
ec

subjectdf2 typeCode= SUBJ">

McinvestioationCharacteristic, classCode="08S" moodCode="EVN"> ]
cnd(]e %%mgéSystg;}nw)Mo 1. 113883 3 089.5.1.3.2.1. 12" codeSystemVersion="1. sEpllEs s (F=saa) /> |
| . 1a: FRlES (FHEa
value xsi:type="CE” code="AB" codeS stem\lersnon- : 2.16. 840. 1. 113883.3.989.5.1.3. 2. 1. 1°/> |
</investigationCharacteristic>
su
<A -

J2.2.1
v<subject0f2 typeCode="SUB)">
v<investigationCharacteristic_classCode="0BS" moodCode="EWN">

©2025 by HiroPharmaConsulting® Co., Ltd.




1.5 AI PV Validation GVP CSV Documents Template

CSV Documents Template%zigit93H9—EZR,

ISPE GAMP® 5Guide: A Risk-Based Approach to Compliant GxP Computerized Systems (Second Edition) July 2022,
V-Model & Appendix D11 - Artificial Intelligence and Machine Learning (AI/ML) [C#E#LLT: CSV V-Model Approach @

VMP: Validation Master Plan for Al-PV CSV Document TEMPLATE

1Py System: validation Mastar plane [Fomm e mrr Ve e e e S e
il e e
_ L = =
Dogument History-
e 1 Descriphion of Changa-
T
I "1 Hiro Pharma
= Consulting
GVP Al PV System <
VMP: Validation Master Plan:<
«
System Name/Version No.~
Pr
Doc Version: <
Date: DD-Mmm-YYYY-
HiroPharmeConsulting Co., Ltd.
Department/Fr mpnwame
18-12-703, ﬁm}'ﬁmﬁ Z-dmmg
txahsaz-uolz .hp-'r
] - ]
J B } ........ I = = } J = I I:‘ e e =
| I o L i [=
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Figure 4.4: Approach for a Custom Application (Category 5)
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ZH88 . ISPE GAMP® 5Guide: A Risk-Based Approach to Compliant
GxP Computerized Systems (Second Edition) July 2022 Page-37,
Figure 4.4 Approach for a Custom Application (Category 5)

ISPE GAMP® 5: A Risk-Based Approach to Compliant GxP Computerized
Systems (Second Edition) [Japanese Translation] Published: April 2025
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3.1 ArisGlobal : LSMV + NavaX (1/2)

ArisGlobaltt (BI'F AG) (&, 20195h5, ATHEEEREFRPV SystemDERFAERZITL PVRGmEFEL T
BULERDISAIRREZITOTETNS.

ERY-5vR1-Y1E, Global Pharma/ Region Pharma=&T. Pharma Top-50DKFRESHHE5—
FYMIULTWS,

202445108 ® World Drug Safety Congress in EuropeTIld, GOLD SponsoréUTHEBENICEHD Al
3PV System LSMV + NavaXDESRAEZ{TOTL\S,

Fh. AGHEHEELRD, [Generative AI Council IO&T. BHOEEREI-YE AI-ITERELTIO-X
B CouncillF#k3Z#az1ToT\%,
Attending Companies —BI, JNJ, Amgen, Merck, PMI, Astra Zeneca, Sanofi, USFDA, BMS, Roche, Microsoft,
ArisGlobal, OMNY Health, &more

©2025 by HiroPharmaConsulting® Co., Ltd.
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3.1 ArisGlobal : LSMV + NavaX (2/2)

ArisGlobal LSMV NAVA-X®DAI###E

1.

NLPIC & BIEMBIE(LT—FHhih
ERRESEPXEHISEEEREEEH ML, MedDRA/WHO Drugd—RIEYYEY Y.,

. BEJ-ANF7-Y

HWHFETT-ADREE -EREZHEL. BXIRuz{I5.

. SUFIigH

NAIT I REN Y R EBEAISDOE. BEVYAVZEER.
Lik— FEEMER
E2B (R3) YCIOMSJA—AZMBIZHCIR>TEENEN.

. 9—9J0-H&hk

W—FO%IE G=IAND. TF=A—FT1>9) ZAIDHK1T.
UZRIFETI
EBEBERDEMEAVYAY%ESZ1L—33> 0. RMPREZZIE.

©2025 by HiroPharmaConsulting® Co., Ltd.
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3.2 Veeva : Vault Safety (1/2)

Veevattld, FAIVAIVADERISY R —EAZEHL TS RADIMSIV-SVIET, T—45. YINIIT,
'U'—EZ\ mﬁmb\%ﬁg’&ﬂﬂi— I\lJ-CL\ao

PV Application System&UTId. Veeva Vault SafetyDERRAFRT, 2019FH5 FMRICPVICSAUE,
PV System¢&UTI3, ArisGlobal, Oracle® 2 #t (E&f) [CLEATEREIET[EHSD, BEFEA-HDZL{D Core

Business(cxUT, E—I 7N (DB) [C&BESRABIENB R THIREIRKRUT, CCHEPVAETE—FE
DI 7 2ERU TS,
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4.1 FDA

-FDAICHITD. ATHBEICHIT DB B DEMSI - HA RS5A4 > 1OFEHICRAULTIE, EEHkEs: (Medical
Devices) ® GMLP: Good Machine Learning PracticeéUTDiEEt%Z FDA/Health-Canada and
MHRADEZTIRRINTVET, TDE., EEIEIZD FDASFRIERESICEATS 1 RS1UH, HEHEhTETWS,.

EEMEHEOLEHDEBNIARFEEERK (GMLP) : FDA., hF 4124 . MHRAIZL33EEGood Machine Learning Practice (GMLP) for Medical Device Development:

Guiding Principles by FDA, Health Canada, and MHRA

-Uh'U. GXP, 15 GVPICEAT % BE&FBRCFR (Code of Federal Regulation)dFEFREHEINTULIRL,

| SPE 2025 MHLW PMDAFDAAI Guidance
Al _(draft) 2025) 1A

[2025/1/6 FDA% H [Considerations for the Use of Artificial Intelligence to Support Regulatory Decision-Making for Drug and Biological Products. Draft Guidance for Industry and Other

Interested Parties]

https://www.fda.gov/media/184830/download

©2025 by HiroPharmaConsulting® Co., Ltd.
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https://www.fda.gov/medical-devices/software-medical-device-samd/good-machine-learning-practice-medical-device-development-guiding-principles?utm_medium=email&utm_source=govdelivery
https://www.fda.gov/medical-devices/software-medical-device-samd/good-machine-learning-practice-medical-device-development-guiding-principles?utm_medium=email&utm_source=govdelivery
https://www.fda.gov/regulatory-information/search-fda-guidance-documents/considerations-use-artificial-intelligence-support-regulatory-decision-making-drug-and-biological
https://www.fda.gov/media/184830/download
https://www.fda.gov/media/184830/download
https://www.fda.gov/media/184830/download

4.1 FDA

Al

(2025 1H® Al HAH>VAHIFEDENEE REFEH EBRHE DX | —F41

(draft)

GUIDANCE DOCUMENT

Considerations for the Use of Artificial
Intelligence To Support Regulatory Decision-
Making for Drug and Biological Products

Draft Guidance for Industry and Other Interested Parties

v

COTAIBLERSIMEAS >R 1&. FDALD2025
fF186H(CIRREN. 2025F487HFT 3 H
BRE TKTIAEE (#T) 1 bhTbhELE.C
O, BROEFESHTPEERFREENSFDAIC
2 T11140IAY M FDALTR/ENTVET,

N\

(T QA\/

Risks A1 R51>
HITEDEH. 2025F
FRCIETCHA RS>
FHn ?

HAMHLW/PMDA
G@@J%(Eﬁ ?

4

/

Considerations for the Use of
Artificial Intelligence to Support
Regulatory Decision-Making for

Drug and Biological Products

Guidance for Industry and Other
Interested Parties

DRAFT GUIDANCE

~

4

i @

Public Comments

PDA (Parenteral Drug Association®)
Global Headquarters, PDA Europe,

ISPE (International Society for

kﬂjénu\ﬂ“o

Pharmaceutical Engineering) M3&JX> MY

4

R

Considerations for the Use of Artificial Intelligence to Support Regulatory Decision-Making for Drug and Biological Products.

Draft Guidance for Industry and Other Interested Parties

Docket Number:FDA-2024-D-4689

©2025 by HiroPharmaConsulting® Co., Ltd.
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Consultant
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https://hiropharmaconsulting.com/news/2025/05/17/vol7_no15_fda_%e5%8c%bb%e8%96%ac%e5%93%81%e8%a6%8f%e5%88%b6%e5%88%a4%e6%96%ad%e4%ba%ba%e5%b7%a5%e7%9f%a5%e8%83%bd%ef%bc%88ai%ef%bc%89/
https://www.fda.gov/regulatory-information/search-fda-guidance-documents/considerations-use-artificial-intelligence-support-regulatory-decision-making-drug-and-biological
https://www.fda.gov/media/184830/download
https://www.fda.gov/regulatory-information/search-fda-guidance-documents/considerations-use-artificial-intelligence-support-regulatory-decision-making-drug-and-biological
https://www.fda.gov/media/184830/download
https://www.regulations.gov/comment/FDA-2024-D-4689-0032
https://www.regulations.gov/comment/FDA-2024-D-4689-0074
https://www.fda.gov/media/184830/download
https://www.regulations.gov/docket/FDA-2024-D-4689/comments

4.1 FDA  (2025€0 Al JA9>RHITEOSEL BFE 1t BAFRMEBIDXT L : — 54
N NA 1+ A A 1 1_(draft)
|1 1. BACKGROUNG®" KVYNYS. K <
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https://hiropharmaconsulting.com/wp-content/uploads/2025/05/Considerations-for-the-Use-of-Artificial-Intelligence-To-Support-Regulatory-Decision-Making-for-Drug-and-Biological-Products-Japanese-Translate-version.pdf

4.2 EMA

AI-KBUESEEET I (LLMs) FIARFOERM TEMA: BXMEZREmF/ HMA: BN EZRmFREINSDIEERA
(BRMMMB=HB/ART) ERxé. EMA Al BEhELY—-FHER

0. GFBAO AfICCK?FK® oM (26 J Kygg/RAl| &, 0. CRZA3HICCK P oFKRIN/TcLcuqg] O

=

-RA>MME RFIAYMED [Guiding principle on use of large language model in ---]1&EB>THBOIERERERI &R

TW3Ro

-Fle. ZmB (CSHEER M. ) & 3WZHkD' [in regulatory science and for medicines regulatory activities.] &

BOTHED, IHMBITFE ] - [ EEmMRB KB 2RI SROEKRRA, DFD, EMARSEBEERMZEFHI =4S T DI F I EED 1BFC

BFIANEHEERA IDAIE DT, £S5, [MEDIREZEVEETSHME (REA-HPERMEEA—D, EFEE) F1A

FTREFLEN,

-FIED LLMs (FIZIE ChatGPTRE) OFIANERETSIH T, EMARNEEY® EUREOMHIZETOD. AI/ LLMsOFIAH G

FOTCITHD., EHEHIR(EICIZIZIHOTEITVS,

-HBUDU. MESEAC AL/ LLMsZRFIEFHCFALTIVWIFRA EUSHFNICESENICEXTAIZESLSIC - - - 1&D

EMA-HMANSDREBRRD7FTIVATH B,

©2025 by HiroPharmaConsulting® Co., Ltd.
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https://www.ema.europa.eu/en/documents/other/guiding-principles-use-large-language-models-regulatory-science-medicines-regulatory-activities_en.pdf
https://www.ema.europa.eu/en/news/harnessing-ai-medicines-regulation-use-large-language-models-llms

4.3 MHRA

MHRA Policy Paper: MHRA HEMGIZE AINEERMHIICERS2E ]

ZAPolicy Paper(d. ZE MHRAICSIFFIEERMEICKULT AINEDLSICHERESZATVSDD ? MHRADNED &
SRAIICRIT 3MBIEIEZITOTNED ? Th5ZBEFR T BB RFIREEEICHII T, KU —(Policy) Paperé
LTERRULTWS,

MHRA : Policy paper Impact of Al on the regulation of medical products Published 30 April 2024

©2025 by HiroPharmaConsulting® Co., Ltd.

27


https://www.gov.uk/government/publications/impact-of-ai-on-the-regulation-of-medical-products/impact-of-ai-on-the-regulation-of-medical-products

4.4 BA : PMDA. MHLW, METI. MIC, MEXT and JPMA

AI ValidationlcB9 3 IERRMBIRIRICEAL T, FIE—EBHA FS1>HEDIRTIIRFEOLEZS.

-EBTIINT—HIDAIRRHARESAOFIERICFRDISTMNRSMA> : 2024/3/31 MHLW
‘Al Z5FRBLED DY S AEEWSSICEAYIIRES 1 2023/8/28 PMDA

-RBE - BEERE | AIBEFENMRS31> 1 2024/11/22
Bl B84, BES. XBE. ESEREN, ALICRET3E RS ZRAFRTELERLL TRE R,

-BARBETRS : T-IVR—IAYMBIIBAINEA : 20224F

2025%F ISPEEARED FRASFRRER TM7E5AH298 (E%AE. PMDANS)
[E-FE 3 & R BNARGEZEEEREFRESEELRNS, SEEANBRAIBLEDHA RS1 >, #El, AR/REZRDT

‘I‘E’tb\o (o Je]
(RBICRAHENRBRIAL LS IRENTVEW)

©2025 by HiroPharmaConsulting® Co., Ltd.
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4.5 ISPE / GAMP

1. GAMP 5 2nd EditionTI(d. “Appendix D11 Artificial Intelligence and Machine Learning

(AI/ML)"” W OEREREVTEMENTVS,

2. GAMP 5 2nd Edition [ BASE#ERME 1D, 2025F48KICEH TN,
https://guidance-docs.ispe.org/doi/book/10.1002/9781946964823

3. GAMP 5 2nd Edition AU FIVEEER 1. 202257 AICHETIF.

https://ispe.org/publications/guidance-documents/gamp-5-guide-2nd-edition

©2025 by HiroPharmaConsulting® Co., Ltd.

Published: Apeil 2025

ISPE GAMP* 5: A Risk-Based Approach to
Compliant GxP Computerized Systems (Second
Edition) [Japanese Translation]

GAMP aims to deliver a cost-effective framework of good practice to ensure that computerized
systems are effective and of high quality, fit for intended use, and compliant with applicable

MY SEARCHES | SAVED SEARGHES

Digital Purchase ) Save for later
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Non-Member $770.00 usp
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Download the
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https://guidance-docs.ispe.org/doi/book/10.1002/9781946964823
https://ispe.org/publications/guidance-documents/gamp-5-guide-2nd-edition
https://guidance-docs.ispe.org/doi/book/10.1002/9781946964823

4.6 PDA

PDA/PQRI Advancing Artificial Intelligence in the Pharmaceutical Industry Workshop 2025
Navigating the Al Landscape: Your Roadmap for Success
10 - 11 SEP 2025, WASHINGTON, DC

PDA/PQRI EZEMEZREICH T 5 AlIEREE

D — 53 59 S 2025 2025/06/13 (&) 1:10/JST

AI G)Etsg&w U *E ( . EEIjJ’\a) A-— F ~ 7 Registration Is Open for the PDA/PQRI Advancing Artificial Intelligence in the Pharmaceutical Industry Workshop 2025

i 2 < : : / BE | © 2ROEE | © @ 7
~ Co-Chair, Peter J. Makowenskyj, MEng, G-CON, Co-Chair, Toni Manzano, PhD, Aizon <parenteral@pda.org> ‘ © = ‘ L
2025$9H 10 E ~11 E I7 y y F y D_C_ @ 585 hiro_atsumaru@hiropharmaconsulting.com 2025/06/13 (£) 1:10
@ corr-SOFRTRICRIENHBHAG. TTEIUIILT Web T59H—TRRLTUZE,
a
Event Information Agenda Promotionsand Press Locationand Travel Registration Presenters Sponsors & Exhibitors Register Now | PDA Parenteral Connecﬁng

2 BRSF/I W Dru People, Science

P Pl 1 C 1 Parenteral Drug Association g ° . ® . R

rogram Planning Committee Association®  and Regulation®

The Team Behind the Event's Agenda

PDA/PQRI Advancing Artificial Intelligence in
the Pharmaceutical Industry Workshop 2025

Navigating the Al Landscape: Your Roadmap for Success

Q

Andrew C. Sara Cook, PhD Kir F. Henrici Janeen Skutnik- 10-11 September | Washington, DC

Chang, PhD IliaCook Consulting The Henrici Group Wilkinson
Novo Nordisk President and Founder Chief Executive Officer Moderna
Vice President, Quality Director, Global Quality,
and Regulatory Read Bio Read Bio Regulatory Intelligence
Compliance, Regulatory and External

Policy and Intelligence Engagement . Hello Hirotsugu,

©2025 by HiroPharmaConsulting® Co., Ltd. 30



https://www.pda.org/global-event-calendar/event-detail/pda-advancing-artificial-intelligence-in-the-pharmaceutical-industry-workshop-2025?utm_campaign=13480997-PDA%20Regulatory%20Conference%202025&utm_medium=email&_hsenc=p2ANqtz-_YtbF60ndCtMTGWUYRc9l8Ei1GtbyhTzkZy0HcsJVtLtPUF6u7xFbhLHPYV3Bz21ONyROBpTx4MLX4zxEQGVWyH0qXZIOZX7HcgXm5_3sA_QLjAx8&_hsmi=366434645&utm_content=366434645&utm_source=hs_email

©2025 by HiroPharmaConsulting® Co., Ltd.
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5. AI Guideline & Regulation References (1/3) : Display in chronological order, dated on 3-Jun-2025

10.

11.

Proposed Regulatory Framework for Modifications to Artificial Intelligence/Machine Learning (Al/ML)-
Based Software as a Medical Device (SaMD) — Discussion Paper and Request for Feedback, 2020

Public Workshop — Evolving Role of Artificial Intelligence in Radiological Imaging
FEBRUARY 25 - 26, 2020

Artificial Intelligence and Machine Learning (Al/ML) Software as a Medical Device Action Plan. 12-Jan-
2021

Summary Status of the FDA: Artificial Intelligence and Machine Learning (Al/ML) Software as a Medical
Device (GMLP). 8-May-2021

Good Machine Learning Practice (GMLP) for Medical Device Development: Guiding Principles by FDA,
Health Canada, and MHRA [Content current as of: 10/27/2021]

[ISPE GAMP® 5 Guide: A Risk-Based Approach to Compliant GxP Computerized Systems (Second Edition)
Appendix D11 - Artificial Intelligence and Machine Learning (Al/ML) Page-269]. July 2022

Predetermined Change Control Plans for Machine Learning-Enabled Medical Devices: Guiding Principles:

Oct-2023

ISO/IEC 42001:2023 [Information technology — Artificial intelligence — Management system] 2023

ISPE : Machine Learning Risk and Control Framework Pharmaceutical Engineering:
The Official Magazine of ISPE, January/ February 2024 Volume 44, Number 1

ISPE : Artificial Intelligence Governance in GxP Environments:
The Official Magazine of ISPE, July / August 2024 Volume 44, Number 3

Artificial Intelligence & Medical Products: How CBER, CDER, CDRH, and OCP are Working Together],
March 2024

https://www.fda.gov/media/122535/download
https://www.fda.gov/medical-devices/software-medical-device-samd/artificial-intelligence-and-
machine-learning-software-medical-device

https://www.acadrad.org/wp-content/uploads/2020/03/Academy-FDA-AI-Workshop-Summary-3.pdf

https://www.fda.gov/media/145022/download
https://www.fda.gov/news-events/press-announcements/fda-releases-artificial-intelligencemachine-
learning-action-plan

https://hiropharmaconsulting.com/news/2021/05/08/vol-3-no-6/

https://www.fda.gov/media/153486/download
https://www.fda.gov/medical-devices/software-medical-device-samd/good-machine-learning-practice-
medical-device-development-guiding-principles?utm_medium=email&utm_source=govdelivery

GAMP 5 Guide 2nd Edition | ISPE | International Society for Pharmaceutical Engineering
https://guidance-docs.ispe.org/doi/book/10.1002/9781946964571

https://www.fda.gov/medical-devices/software-medical-device-samd/predetermined-change-control-
plans-machine-learning-enabled-medical-devices-guiding-principles
https://www.fda.gov/media/173206/download?attachment

https://www.iso.org/standard/81230.html

https://www.meti.go.jp/press/2023/01/20240115001/20240115001.html?utm source=chatgpt.com

https://ispe.org/pharmaceutical-engineering/january-february-2024/machine-learning-risk-and-
control-framework#footnotel5_qw7ghcs

https://ispe.org/pharmaceutical-engineering/july-august-2024/artificial-intelligence-governance-gxp-
environments

https://www.fda.gov/media/177030/download

©2025 by HiroPharmaConsulting® Co., Ltd.
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https://www.fda.gov/media/122535/download
https://www.fda.gov/medical-devices/software-medical-device-samd/artificial-intelligence-and-machine-learning-software-medical-device
https://www.fda.gov/medical-devices/software-medical-device-samd/artificial-intelligence-and-machine-learning-software-medical-device
https://www.acadrad.org/wp-content/uploads/2020/03/Academy-FDA-AI-Workshop-Summary-3.pdf
https://www.fda.gov/media/145022/download
https://www.fda.gov/news-events/press-announcements/fda-releases-artificial-intelligencemachine-learning-action-plan
https://www.fda.gov/news-events/press-announcements/fda-releases-artificial-intelligencemachine-learning-action-plan
https://hiropharmaconsulting.com/news/2021/05/08/vol-3-no-6/
https://www.fda.gov/medical-devices/software-medical-device-samd/good-machine-learning-practice-medical-device-development-guiding-principles?utm_medium=email&utm_source=govdelivery
https://www.fda.gov/medical-devices/software-medical-device-samd/good-machine-learning-practice-medical-device-development-guiding-principles?utm_medium=email&utm_source=govdelivery
https://www.fda.gov/medical-devices/software-medical-device-samd/good-machine-learning-practice-medical-device-development-guiding-principles?utm_medium=email&utm_source=govdelivery
https://ispe.org/publications/guidance-documents/gamp-5-guide-2nd-edition
https://guidance-docs.ispe.org/doi/book/10.1002/9781946964571
https://www.fda.gov/medical-devices/software-medical-device-samd/predetermined-change-control-plans-machine-learning-enabled-medical-devices-guiding-principles
https://www.fda.gov/medical-devices/software-medical-device-samd/predetermined-change-control-plans-machine-learning-enabled-medical-devices-guiding-principles
https://www.fda.gov/media/173206/download?attachment
https://www.iso.org/standard/81230.html
https://www.meti.go.jp/press/2023/01/20240115001/20240115001.html?utm_source=chatgpt.com
https://ispe.org/pharmaceutical-engineering/january-february-2024/machine-learning-risk-and-control-framework#footnote15_qw7qhcs
https://ispe.org/pharmaceutical-engineering/january-february-2024/machine-learning-risk-and-control-framework#footnote15_qw7qhcs
https://ispe.org/pharmaceutical-engineering/july-august-2024/artificial-intelligence-governance-gxp-environments
https://ispe.org/pharmaceutical-engineering/july-august-2024/artificial-intelligence-governance-gxp-environments
https://www.fda.gov/media/177030/download

5. AI Guideline & Regulation References (2/3) : Display in chronological order, dated on 3-Jun-2025

13.

14.

15.

16.

17.

18.

19.

20.

21.

22.

MHRA : Policy paper Impact of Al on the regulation of medical products Published 30 April 2024

Guiding principles on the use of large language models in regulatory science and for medicines
regulatory activities: 29 August 2024

Harnessing Al in medicines regulation: use of large language models (LLMs) : 5 September 2024

Reflection paper on the use of Artificial Intelligence (Al) in the medicinal product lifecycle 9 September
2024

EXECUTIVE SUMMARY FOR THE DIGITAL HEATH ADVISORY COMMITTEE MEETING
Total Product Lifecycle Considerations for Generative Al Enabled Devices : November 20 - 21, 2024

Marketing Submission Recommendations for a Predetermined Change Control Plan for Artificial
Intelligence-Enabled Device Software Functions, Dec. 2024

The FDA published the Draft Guidance: Artificial Intelligence-Enabled Device Software Functions:
Lifecycle Management and Marketing Submission Recommendations. January 6, 2025

Considerations for the Use of Artificial Intelligence to Support Regulatory Decision-Making for Drug and
Biological Products Guidance for Industry and Other Interested Parties. 6-Jan-2025

How to Validate Al in GxP Applications for Life Science Companies

AAAI 2025 PRESIDENTIAL PANEL ON THE FUTURE OF Al RESEARCH by AAAI(Association for the
Advancement of Artificial Intelligence) in March 2025.

ISO/IEC FDIS 42006: Information technology — Artificial intelligence — Requirements for bodies
providing audit and certification of artificial intelligence management systems. 2025

https://www.gov.uk/government/publications/impact-of-ai-on-the-regulation-of-medical-
products/impact-of-ai-on-the-regulation-of-medical-products

https://www.ema.europa.eu/en/documents/other/guiding-principles-use-large-language-models-
regulatory-science-medicines-regulatory-activities_en.pdf

https://www.ema.europa.eu/en/news/harnessing-ai-medicines-regulation-use-large-language-models-
lims

https://www.ema.europa.eu/en/documents/scientific-guideline/reflection-paper-use-artificial-
intelligence-ai-medicinal-product-lifecycle en.pdf

https://www.fda.gov/media/182871/download
https://www.fda.gov/advisory-committees/advisory-committee-calendar/november-20-21-2024-
digital-health-advisory-committee-meeting-announcement-11202024

https://www.fda.gov/media/166704/download

https://www.fda.gov/media/184856/download
https://www.fda.gov/regulatory-information/search-fda-guidance-documents/artificial-intelligence-
enabled-device-software-functions-lifecycle-management-and-marketing

https://www.fda.gov/regulatory-information/search-fda-guidance-documents/considerations-use-
artificial-intelligence-support-regulatory-decision-making-drug-and-biological

https://www.fda.gov/media/184830/download

https://fivevalidation.com/how-to-validate-ai/

https://aaai.org/wp-content/uploads/2025/03/AAAI-2025-PresPanel-Report-FINAL.pdf

https://www.iso.org/standard/44546.html?utm_source=chatgpt.com
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https://www.gov.uk/government/publications/impact-of-ai-on-the-regulation-of-medical-products/impact-of-ai-on-the-regulation-of-medical-products
https://www.gov.uk/government/publications/impact-of-ai-on-the-regulation-of-medical-products/impact-of-ai-on-the-regulation-of-medical-products
https://www.ema.europa.eu/en/documents/other/guiding-principles-use-large-language-models-regulatory-science-medicines-regulatory-activities_en.pdf
https://www.ema.europa.eu/en/documents/other/guiding-principles-use-large-language-models-regulatory-science-medicines-regulatory-activities_en.pdf
https://www.ema.europa.eu/en/news/harnessing-ai-medicines-regulation-use-large-language-models-llms
https://www.ema.europa.eu/en/news/harnessing-ai-medicines-regulation-use-large-language-models-llms
https://www.ema.europa.eu/en/documents/scientific-guideline/reflection-paper-use-artificial-intelligence-ai-medicinal-product-lifecycle_en.pdf
https://www.ema.europa.eu/en/documents/scientific-guideline/reflection-paper-use-artificial-intelligence-ai-medicinal-product-lifecycle_en.pdf
https://www.fda.gov/media/182871/download
https://www.fda.gov/advisory-committees/advisory-committee-calendar/november-20-21-2024-digital-health-advisory-committee-meeting-announcement-11202024
https://www.fda.gov/advisory-committees/advisory-committee-calendar/november-20-21-2024-digital-health-advisory-committee-meeting-announcement-11202024
https://www.fda.gov/media/166704/download
https://www.fda.gov/regulatory-information/search-fda-guidance-documents/artificial-intelligence-enabled-device-software-functions-lifecycle-management-and-marketing
https://www.fda.gov/regulatory-information/search-fda-guidance-documents/artificial-intelligence-enabled-device-software-functions-lifecycle-management-and-marketing
https://www.fda.gov/regulatory-information/search-fda-guidance-documents/artificial-intelligence-enabled-device-software-functions-lifecycle-management-and-marketing
https://www.fda.gov/regulatory-information/search-fda-guidance-documents/considerations-use-artificial-intelligence-support-regulatory-decision-making-drug-and-biological
https://www.fda.gov/regulatory-information/search-fda-guidance-documents/considerations-use-artificial-intelligence-support-regulatory-decision-making-drug-and-biological
https://www.fda.gov/media/184830/download
https://fivevalidation.com/how-to-validate-ai/
https://aaai.org/wp-content/uploads/2025/03/AAAI-2025-PresPanel-Report-FINAL.pdf
https://www.iso.org/standard/44546.html?utm_source=chatgpt.com

5. AI Guideline & Regulation References (3/3) : Display in chronological order, dated on 3-Jun-2025

Er-PMDA/ MHLW/ METI/ MIC/ MEXT/ JPMA/ ISPE

1.

T—HYEIAY McBIFBArtificial Intelligence®iER ~ Chh'SIEHIAI ~ BARET RS https://www.jpma.or.jp/information/evaluation/results/allotment/g75una00000024me-
T—AYLIVABR 2022 FFEHARITA—A1-1 (20234 5A |BHS5E5AH) att/DS 202305 2022TF1 1 Al DM.pdf

Al ZFRALEI DY S AERIMRICEITSHMESE SMS5$E8H28H PMDA-HEEES https://www.pmda.go.jp/files/000263891.pdf
ERETIINT—IDATRREARSAOFIERICRI LI RS1> S64£E3A31H EEFHEHE https://www.mhlw.go.jp/content/001310044.pdf

TIHNT—F DAL RRFEFESFSAOFIERBICHRDHA RS M

TAISSEENTM1RSM1> (881.015R) | FiE https://www.meti.go.jp/shingikai/mono_info service/ai shakai jisso/pdf/20241122 1.pdf
TAISSEENTARSA> (881.015%) | BIiRk SH6E11H22H FHEEEA. BEA https://www.meti.go.jp/shingikai/mono_info service/ai shakai jisso/pdf/20241122 2.pdf
https://www.meti.go.jp/shingikai/mono_info_service/ai shakai jisso/20240419 report.html

ISPE GAMP® 5: A Risk-Based Approach to Compliant GxP Computerized Systems (Second https://hiropharmaconsulting.com/news/2025/05/07/vol-7_no-13 ispe-gamp-5-2nd-edition-japanese/
Edition) BAEM (2025%4A%FT $M7F4A8)

https://guidance-docs.ispe.org/doi/book/10.1002/9781946964823

2025/5/14 EE . EEHBRSORE. ARV RZSHOHEEICREIIEEED—SEMUE I 3EE https://www.mhlw.go.jp/content/001403559.pdf
($M75H148) https://www.mhlw.go.jp/content/001476998.pdf
https://www.mhlw.go.jp/content/001403561.pdf
https://www.mhlw.go.jp/content/001403562.pdf
https://www.mhlw.go.jp/content/001403563.pdf

-ERROTEEE . mEEEOBECAFTRORE

- ALEE D& FB 3R 2025%F ISPERAAED FRASHREN 7455298
- RIEREBRRROHDOERARICEITS XERIFEOHE
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https://www.jpma.or.jp/information/evaluation/results/allotment/g75una00000024me-att/DS_202305_2022TF1_1_AI_DM.pdf
https://www.jpma.or.jp/information/evaluation/results/allotment/g75una00000024me-att/DS_202305_2022TF1_1_AI_DM.pdf
https://www.pmda.go.jp/files/000263891.pdf
https://www.mhlw.go.jp/content/001310044.pdf
https://www.meti.go.jp/shingikai/mono_info_service/ai_shakai_jisso/pdf/20241122_1.pdf
https://www.meti.go.jp/shingikai/mono_info_service/ai_shakai_jisso/pdf/20241122_2.pdf
https://www.meti.go.jp/shingikai/mono_info_service/ai_shakai_jisso/20240419_report.html
https://hiropharmaconsulting.com/news/2025/05/07/vol-7_no-13_ispe-gamp-5-2nd-edition-japanese/
https://guidance-docs.ispe.org/doi/book/10.1002/9781946964823
https://www.mhlw.go.jp/content/001403559.pdf
https://www.mhlw.go.jp/content/001476998.pdf
https://www.mhlw.go.jp/content/001403561.pdf
https://www.mhlw.go.jp/content/001403562.pdf
https://www.mhlw.go.jp/content/001403563.pdf

Amsterdam : at “Rijksmuseum” [Rembrandt Gallery]

IRE . % (2024510868, PARTIVILAEIIEMEE) Photo by author, Rijksmuseum Amsterdam, 6 Oct 2024

" [t OmEBEREES |
( De Nachtwacht, Rembrandt van Rijn 1642 / ( De Staalmeesters, Rembrandt van Rijn, 1662/

The Night Watch) The Sampling Officials)
<&k > Pe



https://www.rijksmuseum.nl/ja/visit
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