JAPAN
PHARMACEUTICAL TRADERS'

ASSOCIATION 20 26

JAN
% 24 % 2026 £ 1 7 1 H¥¥T

SR PIFAPOER R AN
WG JF 28 Il APIC AFRB G

- F...l. v |
,‘“ e E T =
: ' P | 1:,-|;|Z" o r



EROSEEA HEHEE E Iﬁo‘#ﬁ gﬁﬂﬁg

20261 H $245

CONTENTS

03 EHD IHRE HEHZE HEHRIBE

04 AR JEIPEEEERE  EAS R

05 BIZHNY 5 28 Il APIC 4EIR &6y

27 [FRAESDER T 13 R O v MR ED I & SUET 236 12o0T
BRI AR 7 AR O IEH BRI 7 B OB NS BB H o TR

va7A7 (TIIEYFY)

2 AZERESH=



FEAD TR

—HRARZABREXEDB R

2k BN/F fogk

HATHEOBEUZHL LIFE T, HERICE. BEDMICHTEEZDZA SN L LFELXT, H
G OTEENC SR L T 172l D REE#H L THB D X9,

WEFE ISPt s> A& RIS K % 3 R MO 7 il FHAROWERTTOE 2 218X ¥ AT LT
SESHREEIIH L . AMIERICE RT3 L EZ DNETH, & KROHETE &, ZED=—
RITIHA NS K 55| ERHEHZED TE D £T,

ERHDE NI DOV T & B ARSEOZEEMIGHELR OB DR IR 3ROSR TEL - R FA L D
ERRWZEGOWES L X Lich, FEIERGOMEER - 8iGEHIC OV TEAIELNE T LDZN 1
E£TLNE,

1 DIFRIRY HEROEEEIC DN T T, FEROEMIGHERIC DOV TR, BhERTEES L/ ERLESES.
Xor8hEEE (HASEE) ° MF ENEBASEOMBRYFEMOEE L HETT, SEIFEOMAZERT
T <. MF ENEEACHEIGEREERERBA L LTOHEFBET> TOETH, REDEFICTONT
DI L 72 2EBRHA RIA VHEGRECADHEEINTORNWERC ST B D ET, HlRE, 2
I K B BLERTE I L 723250 b B RE DB CRIMEDH 5 & ONETT L, Ih—. 8
H¥EOBEOFMEZRRT 52 VI T—ERDK S HFRMICZR>TLE S &, ShEAGeARHIE B AN S
EhhEWERCTEBDET,

ICH Q10 ic K, ShEloesEsm M, Aok - KMzt d 270 OREEH - FEEHZRS, 88
KD ZHICF ORLE TRICTINT 2B T MR Z 52 2 DhKAiHE L 72D 9, PQS HA RT3 A IfiED
&, BfEHiAZEA 5 —EX WS EZIHOASRMIEDH D A, FRCHENZETHE TR, Bhdikse
¥ENEEN - BIMECETAE ARG E D BAGVE, BEMA T2 L2 AREEND D 7,

i, YEEOIGEFSHK B ERT 20ENH D 9, YHELENEIRGEESICEREINST
9L, BUEHGEES LIMAEE, MAXEE LA —RRHEG DT AT H 5. DF D HIERMGELND
DEd (BiaHic, MFENEHANG., HHDLFEEX—H—ZEHL TVE A A—IZ28NH B TTH,
JFEA—H—IGBEINTVEETHD, FEA—I—OFEMBREL T ET), BB L TIE, 5K
FeAaAHIE & GMP & RO |25 8 Uiz, BERED BN REREI7E2E 2R3 0 £8 A,

£ 12k, VAIR=ZADEZHFICDWVTTY, AREGFHET., ERNTEEOY X7 LR &L
POIEDIF 5T EANERENTVS LKL E T, e LT, EEREGEED L h THRWIEDERZ
TE L. NS DOFIIHEICT R ET EEZTVET, BNTRHAA X A - &R TR
ICEZDODEEHENZY X7 DIERHOBZIFIANGNEZLEHD, ¥r) X7 DERISHETFHORBZ 4
ATLEVET, £/, ThSEFEANICRERRZHE L, BEG2RREIE5LICEEDETOT. H
RWEMEDEZ T EDF D EVE EDESITODF T D, BFREEETEZ TV TENEER LKL
TVET,

T, BEEAL, ERMORLERTEC D 5 YHEDHIIC L > TEOEKR TIOI A B IRMICTE
% &5, 1TEBCRBIREIA & OTEHEHS 2R AN DS S F L BN T8> T2 £ 9,

WHFE L TEETRICEAEL Y HROEIANO TR 1 L. 51EHiE TIRECHREZH D £ K5,
KAULLSBEEVEHEL ETFET,

HZEREESHE 3



SRR

BASBAERRE % ANEE

Pk 34 4 H JREER BRA
PR 26 £F T H R BEISE LT R e B A A RRR R
TR 27T 410 A AT A RRR SRR E
P29 4E T H BT EEESREREEERE
BT TH BEAERE T S REREERE
TR 24 87 EAVMESEE (RABERKHHEL)
(BERHH BN BERIE ZRI= ROHD)
SR 34 9H  EATEE KRB E IR
B 54 TH EATEE KR EEEEE
(B PR, REpORfERRR, SRR )
ez, RRRHHD
B 64 TH EAGERKREEEN
(NEE R AR S RBRERAIR s R B OHE)
B 6411 A A EE KA TR R
(e, “ErRfrE, MeABORiH)
(BERHEHT BN BERITE Z RCEHHE)
af TH TH RERHRERRE

DR 8EDHHEZUNA, HATBEUHL LIFET,

HASEE DN UEZEOHICBME LT, HEX D ERMSOMEABRO A HIE Ol A%
KK D, ERGONEERIULZEMBICEHRIINEZE, BMIchONE S TTVET,

YN B DR E NI ESRR 7 ZENMHAS 5 C &1k, EROER - RTS8, HAD
TMEERKAED FICE RELSFEGT2EDTHD ., IFFICEETT,

UL, R, EIRGFOSLERIC I 2 R 2 5 U R RO AR e O IR AL
TVET, BAEFHEETE. MEAEFRICHL T, BHR5EMETFRMEMR. EE A0,
BLERGEREEFIC K B MBI E Ot S 2 RGT L CE L TATY,

Z 9 LIzrhT, WEFES AlCid, FERGHERHEIREEO—RUUEEN AL UE Uiz, ARSEEIE, RIEH
ROFEFIE S EEFOMB AR CRFREOZEDIRIUC TG U, 51 EHi & B DR & N7z EHK
g e E RIGHEDN DB RIS L T 728, ESEEOME N G2 OmEROMIE, BERHESES
LRI O L HEONE B H#T 5 E DT,

DB, EEHEEBORE R « HRHE1IEZTT S EE QIR F KA L s EESER D
LZEMIICEE T 2 SUEFIHDO—EIINEF 11 H 20 HICHEfTENE Lz, £z, BHOBZNDH S ESE
snDIRFEFED RIE Uk E DLtk 1 AELINICHE TS 2 SUEFEIC DWW TIAE 5 A 1 HiEfTIciat, T
MEREOEHEZITo12 TATY, 5%b. dEEDOMEAM T THRZHLTEVWD XT, &
BREOERICEIMELTEH, ERPEEIIGIONT 2 EHEEMEICSED TWRIFE X5, 1EkiEE
MEF RN 272E . ERGOMEEH KL OZEE BRI 172 BRIV LT E T,

KETIFTEVX T, S%LE. BHROIFEFITBUTHT 5 —FOMEBRRE & 117172 BREOH U _EF R
T LIS, WHRDEFELEHEPBEEITENZLE LT, FEOREL BTV RREEET,



APIC (Active Pharmaceutical Ingredients Committee) 3
D L5225 28 EIERREN 2025 F 10 A 22 AH5 23 H
FTNbtEOF (AXRA2) HAD Barcelo Sants K7 bIC
THREThE LT

CHDERBEMICHRMERNICTHEST N EMA
EDQM. FDA 7% & DRFIHBPLERFEA —H—FDEFRED
SMNL. [RFED GMP REEMRFIICET 2 RFMODERFICD
WCIRILS &ML TWE T,

2HREPELY Y aVICBVLWTIIBMER TEREER
RxmbiTbhzx Lz, SEIE. VE— MO SOBME
G 2EHIRMBMLE LI, ZOMEBIIEMEEISH
T#¥1404TL,

EEFEEH,SLEME LT 1a08mL, ¥ PMDA
H5 14, BEERERMHS 24, ZOMBELELS
2208MLE L, BREBSHREDL SIFERORHALE
ELE L,

RBRDKRTF

B
B v i ol o
\ y

58 27 ERREICHT BEE
(2h2E
1. Opening
. The Experience of AEMPS with the ASMF Procedure
. Recent Developments in Mutagenic Impurities, with Focus on Nitrosamines
. Revision of the ICH M4Q Guideline from a Regulator’s Perspective
. The new Amendments to the Japanese Pharmaceuticals and Medical Devices Act
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. Use of Recovered Solvents in API Production: Reducing the Environmental Footprint
9. EU Pharmaceutical Package - an Update
10. Closing remarks
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. Annex 1 - Challenges for the API Industry

. From Data Integrity to Data Governance

. APIC Regulatory Group Activities

. The Hitchhiker’s Guide to Supplier Management

. Risk-based Approach for like-to-like Changes
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. PFAS: Regulatory Updates and Latest Developments
9. Regulatory Starting Materials — Do we all understand the Definition equally?
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The Experience of AEMPS with the ASMF Procedure
Ms. Teresa Dannert Alsasua, AEMPS, Spain
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Recent Developments in Mutagenic Impurities, with Focus on Nitrosamines
Ms. Ajda Podgorsek Berke, Lek Pharmaceuticals d.d., a Sandoz company, Slovenia
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The new Amendments to the Japanese Pharmaceuticals and Medical Devices Act
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Study Group on Pharmaceutical Regulations to Strengthen Drug

Development and Ensure Stable Supply

Matters considered

Promotionof B How orphan drugs should be designated

* How the regulatory review process should be conducted to promote
the development of pediatric drugs

e ; + The need for Japanese data in the approval review process in Japan
Clinical trials - L
*  Further streamlining of clinical trials (ecosystem)

LEENEILCET-M »  How post-marketing drug-use surveys, etc. should be conducted
e VAL Ol ¢  How real-world data should be used

* How the regulatory review process related to the manufacturing
process of pharmaceuticals should be conducted

U ELHGIEIGLEE < Transmission of information to foreign countries about the
information pharmaceutical regulatory system in Japan

development
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Progress after the Study Group on Pharmaceutical Affairs

(Report published on April 24, 2024) ---Quality

How the regulatory review
process related to the
IEII manufacturing process of
pharmaceuticals should be
conducted

At the study group on October 13, 2023, it was approved
that medium-risk change categories and an annual reporting
system would be introduced on a trial basis, like in Europe
and the U.S. For the medium-risk change categories, the
notification and QA on specific operations were issued on
September 27, 2024. For the annual report, the notification
on trial-basis implementation was issued on February 13,
2025.

At the study meeting on November 15, 2023, surveillance by
the regulatory authorities was discussed as a response to
inappropriate cases by pharmaceutical manufacturers, etc.,
and the direction to strengthen on-site investigations and
inspections was agreed.

Progress after the Study Group on Pharmaceutical Affairs
(Report published on April 24, 2024) ---Transmission of Information

Transmission of

I information to foreign
Transmission .
countries about the

of information

pharmaceutical regulatory
system in Japan

At the study meeting on November 15, 2023, the
importance of vigorously and proactively providing
information about the pharmaceutical regulatory system in
Japan to foreign countries through the establishment of the
PMDA U.S. office, etc., was discussed.

10 AZ#ERESHE




Summary of the Act Partially Amending the Act on Securing Quality, Efficacy and Safety of

Products Including Pharmaceuticals and Medica

Purpose of the revision

In response to shortages in the supply of pharmaceuticals due to occurrence of inappropriate cases,
changes in the drug discovery environment, etc.;

In order to continuously provide quality-assured pharmaceuticals, etc. to the publicin a timely and
appropriate manner,

To take necessary measures such as;

+ creating an environment where more active drug discovery takes place,

* including enhancement of assurance of the quality and safety of pharmaceuticals

+ reinforcement of a stable supply system for prescription pharmaceuticals;

+ reinforcing pharmacy functions to ensure that pharmaceuticals are provided to the public in an

appropriate manner,

Effective date

A date specified by a Cabinet Order within six months from the date of promulgation (However, a date
specified by a Cabinet Order within one year from the date of promulgation for 3 (1) (2) and 4 (2); a date

specified by a Cabinet Order within from the date of promulgation for ’
, and ; a date specified by a Cabinet Order within three years from the date of promulgation for
2(2)).

Summary of the Act Partially Amending the Act on ' Quality, Efficacy and Safety of

Summary of revision

1. Reinforcement of the assurance of quality and safety of pharmaceuticals
Make it a law to have the pharmaceutical quality assurance manager and the pharmaceutical safety
manager in the marketing authorization holder (MAH).
Legally require MAHs of designated drugs to prepare and implement Risk Management Plans.
Make it possible to order a change of executive officers responsible for operations related to
pharmaceutical affairs at MAHs, etc., in the event of a violation of the law and its regulations, etc.

2. Reinforcement of the stable supply system of prescription pharmaceuticals
1) Make it law to have the manager responsible for the management of the supply system for
prescription pharmaceuticals, to require a report when shipments are suspended, and to request
necessary cooperation, such as increase production in the event of supply shortages.
Also, monitor the demand and supply situation by utilizing data of the electronic prescription

management services.

(2) For procedures for partial change of marketing authorization, establish a type of case where the
change is moderate, etc.

(3} Establish a fund to ensure a stable supply of quality-assured generic drugs.

AZXEXESHE 11
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1. Reinforcement of the Assurance of Quality and Safety of Pharmaceuticals
[Strengthening Governance of Marketing Authorization Holders of .-har|‘|"|.';‘=u.'_'r.'_‘-ur_i::.'s=|5;]
Harketlng authorization holder
(1) Executive officer responsible for pharmaceutical affairs
Minister of Mfﬂm [Example: Representative director, director responsible for regulatory
Health, Labour affairs (quality assurance, research and development, sales,
and Welfare - compliance, etc.])
(1) Executive officer
(2) Marketing director Manufacturing and sales system (for pharmaceuticals)
(3) Quality Assurance Mandger
b4) Eomtr o) ey (2) Marketing director
R [Main roles]
Supervision of the quality assurance manager and safety
control manager, making decisions and giving instructions
on measures based on reports from both managers, etc.
Hiport on P'“P“‘“‘Tldirectim directions lT Report on proposed
Mutual measures
ﬂ Make it law to assign cooperation Make it law to assign
the personnel the personnel
(3] Quality assurance (4) Safety control manager
manager [Main rodes]
Collection and analysis of safety
[Main roles) management information,
Maragement of shipenent, audit planning and implementation of
of manufacturing facilities, u&nmamﬂ measies,
handling of quakity defects, etc, rIMMWHdWM

® Currently, about 20% of prescription pharmaceuticals are in limited shipment or out of supply. Shortages in the supply of
prescription pharmaaeuncais espeuallyr genenc pmdm:ts ha».re wntmued for several years. Given these nrcurnstances

(1) toesta ri
(2) vlsfocns alhwrn the M[nister afHeaIth Lahaurand WEHarem ufcld I:Ient CONCerns and the necessa
reguesls, instructions to ansure a stal:le mgﬂ[

(3) on . and supply situation will be

managgment senlm!s will I:e made

Ordinary time: Before supply concerns arise _ Emergency time: When supply concemns arise

Understanding and adjusting demand and
supply situation
I Prompt understanding of supply concerns, collection of reports, request for
cooperation by the Minister of Health, Labour and Welfare

# Request for cooperation for a
stable supply

Efforts in companies in ordinary times Measures to resolve supply concerns

Establishment of a stable
supply system for marketing
authorization holders

@ Collection of reports when
supply concerns are present

# Reporting of supply
status

L T e dee e i g 8 Designation of drugs that need to be secured stably, and instructions for
supply system management measures to ensure a stable supply by the Minister of Health, Labour and Welfarg

@ Designation of drugs that need to be

@ Instructions for measures to ensure 3 stable

® Compliance items to ensure suppl s—"“u':':d ?tatl'l . ) ) supply by the Minister of Health, Labour and
system @ Monitoring in ordinary times [collection of Welfare

port:

12 AZXEEEGH=



astructure Development Fund

@ At the expert committee, it was pointed out that one of the issues in the current shortage of supply of prescription
pharmaceuticals is decreased production efficiency due to “high-mix low-volume manufacturing” in the generic drug industry.
@ Given the circumstances, a generic drug manufacturing infrastructure development fund will be established to encourage collaboration,

cuupemtmn am:l restructuring among companies, SIJEﬂﬁG"? mmj_ﬂlﬂ_lz_smm_dﬁu,emnc drug companies’ plans for product

(1)5ubmission of a plan

" : - @ e

=) o 2FHEEH S 5 el -
Ministry of ) . @ m compasry D
Health, Labour  [1)5ubmission

and WeHare of a plan

i
(3 3) Approva Infrastructure

of the plan Development Fund

|
H
H
| 2
[2) Discusshan AT il tempomIy Seaveris | H
|at eedied] r @

Generic Drug
Manufacturing

<Fund Suppart menus ﬁ
Subisidy lor expenses lor equipment maintenance %
Fair Trade 1o improve productivity due 1o product m ———
Commission mégration
Subisidy for expenses for coordination amaong g
companbes for product imtegraticn and business
|, restructuring, etc. =

Other Major Revisions

1. Reinforcement of the Assurance of Quality and Safety of Pharmaceuticals
# Streamlining of GMP compliance review and strengthening of supervision
# Review of performance evaluation based on characteristics of in vitro diagnostic drugs
» Review of requirements for the drug manufacturing manager

2. Reinforcement of the stable supply system of prescription pharmaceuticals
# Streamlining of distribution of medical narcotics
#Streamlining of procedures at the time of changes in manufacturing process

3. Establishment of an environment for more active drug discovery

» Exceptional allowance of provision taking into account the characteristics of
regenerative medical products

4, Reinforcement of pharmacy functions for the proper provision of
pharmaceuticals to the public
# Review of pharmacy functions

AZXEEESHE 13
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Update on EDQM Activities
Mr. Bruno Spieldenner, EDQM, France
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Quality Oversight Requirements for Contract Manufacture
Mr. Anthony Storey, Pfizer Ltd., UK
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Use of Recovered Solvents in API Production: Reducing the Environmental Footprint
Mr. Giacomo Gennari, FI.S.-Fabbrica Italiana Sintetici S.p.A., Italy
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Risk-based Approach for like-to-like Changes
Ms. Nicola O’Connell, Pfizer Pharmaceuticals Unlimited Company, Ireland
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Regulatory Starting Materials - Do we all understand the Definition equally?
Ms. Nevenka Kragelj Lapanja, Lek Pharmaceuticals d.d., a Sandoz company, Slovenia
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