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List of Procedures, etc.

Attachment 5

Procedures, etc.

Name of procedure
at the site

Procedure
Number

the latest
Revision
(Revision date)

Explain why any
procedure isn’t set up (if
applicable)

Procedures for Batch disposition

Procedures for Validation or Verification
(including Procedures for Cleaning
Validation)

Procedures for Change Control

Procedures for Deviation

Procedures for handling quality
information (including complaint)

Procedures for Recall

Procedures for Self-inspection

Procedures for Training

Procedures for Documentation

Procedures for Product Quality Review

Procedures for Supplier Management
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1

Form 1
U BERTICRBIT SRER R B FICETAHE
Outline of Product(s) Subject to Inspection
£ H HEE

As of DD/MM/YY

LB GEET DR (EANTH-
TE AL OCREREDRA)

Name of

marketing authorization holder

in H 44

Product name

RBUEFTOL FR

Name of manufacturing site

BLERTO AT

Address of manufacturing site

ARAD X85 B FIC B 51 m FE OOV RERBL TS,

Information of product(s) subject to inspection

Please put X in the appropriate boxes.

RS R - B fH s
Buildings,

facilities and
equipment

AR O A (1) b — IRl TR ETORE IR D
B - S ORI
Information on which buildings, manufacturing areas or facilities
and equipment are dedicated to the products to be inspected or
shared with others while the manufacturing process from receipt
of cells and/or tissues™ to the primary package
b1 Y. CIREH OIH (—E L HE =T, )
Buildings :[1Dedicated [JShared (including partially shared)
g X e OFH OIH (—E L HE =T, )
Manufacturing area: [JDedicated [JShared (including partially
shared)
R Etsey:  OFH DIH(HIEHEZE T, )
Facilities and equipment: [J Dedicated [J Shared (including
partially shared)




kWL (—HEHZE T, ) 1 ICiE Y T 55603k
Min H

When buildings, manufacturing areas or facilities and equipment
correspond to “shared (including partially shared)”, please
provide information of the product(s) sharing them by putting X in
the appropriate box(es).

Cftod B e fh ke (B 4 )
The other autologous cell-based products
(Name of products: )
(I fth.oD [ e P >R Sy (B 4% )
The other allogeneic cell-based products
(Name of products: )
O DB =R H i (B4 )
The other gene therapy products
(Name of products: )
= 36 5 (B 4 )
Drugs(Name of products: )
CIERR s (4 )
Devices(Name of products: )
& D ( )
Others( )
TREEE TAR LU O RS IR D SRk - it an O - JLH
R
Information on which buildings, manufacturing areas or facilities
and equipment are dedicated to the products to be inspected or
shared with others after secondary package process

CIREH OIH (L HzE e, )

: [ODedicated [JShared (including partially shared)
MEZ AR R RS OTR R BUERFO R L 0I5 D
R

Information on which buildings, manufacturing areas or facilities
and equipment are dedicated to the products to be inspected or
shared with manufacturing for investigations

=i W OfF— 151
Buildings : [USame [ISeparate
faE X ok OF— 51
Manufacturing area : [JSame [Separate
GRS OR— il

Facilities and equipment : [JSame  [JSeparate

IR ER FH AR A L S AR o s L O B A - LRI

Information on which buildings, manufacturing areas or facilities




and equipment are dedicated to the products to be inspected or
shared with manufacturing for other cellular and tissue—based
products for investigations

=i Y- O OJLH (i HEE T, )
Buildings: [JDedicated [J Shared ( including partially
shared)

g X e OFH OJH (—EHEE T, )

Manufacturing area: []Dedicated [JShared (including partially
shared)

G Rtses: O O (5L HEE T, )
Facilities and equipment: [J Dedicated [J Shared (including
partially shared)

By TAR O FPH
FZEdoHEEICE
TF=v/$5)

Manufacturing
process(make all
checks in the
appropriate boxes)

CIAMAE « KBk D ER- B (73:1) Collection of cell or tissue™
' Z74k Cell-banking
ks Cell culture

(BB 531k Cell differentiation
(R #L Purification
Ol L Final product
(8% Packaging

(& {s 13 A Gene transfection
O A)VAREZE Virus culture
R4 Storage solely

12 DA, ( ) Others

d it 55

Product information

CJe M T84S, Human cell/tissue products
(OB . Autologous [1[AIfE Allogeneic)
Oar b x—va 85 Combination products
GRLAEAER S Components:
O drug OF v b kit 2R E - devices and
equipment IR cell TIHESL miscellaneous goods)

MF F|H

MF registration
O f
Registered

O %

Not registered

MF B kih 4 :
MF-registered subjects:
MF B x5

MF registration No.:

(1E2) %2

&k
Manufacturing
method

O E EAETE Aseptic processing
O PASH AR EIC KD MEE B E Closed aseptic processing
(I DAt Others ( )




BFEFHRR LD F'asEJL
DL FE L B IZET5
15

In relation to all kinds of]
consultations

Other information
relevant to the

application

(% V~NTFATDE A RSO
HILIAZ H | FH#E 40 B OAR RS O
A GO U7 S 1A B A AR A SR
B MERB IR (52 R B O IR YRR
LCHEH L TLZENY, ) (x In the cases
corresponding to A) to C), please submit
either of following documents as an
attachment of application.

*A Document describing the date of
application for consultation, name of the
applicants, and abstract of the answers.
A copy of the request form of the
confirmation of abstract of the result of
simple consultation.

O EBEM#EESAKIGAKE (32413 B Reception number )

] R & A Notification for fast-track review (%& H 3% - Issue number )

[ GCTP 52k B GCTP Simple consultations ™ (3% £+ % B~ Reception number )
O ZEiE K Pre-review consultations (GCTP & T [T5, Y3km B EHOEESEN D754 For the applications

having special information related to GCTP inspections that are unique to the products)” (523 5 Reception

number )

F DA DOFEFFEIE Other items for consultation® (

GQP EHTEH 7 &RIT
FaS<HIR S
Agreement in
accordance with
GQP Ordinance
Article 7

O A (ke H G A)
Concluded (Date of agreement : DD/MM/YY)
O #&(NT7 0% EEETe, ) (Bikd TEH
Not concluded (including draft agreement)
(Expected date of agreement : DD/MM/YYYY)

£ 0 ")

SRR AT B
(FIH 3255125

BRI D4 B

Name of the laboratory

T ozl,)
(113, 4)
External testing
laboratory

FERE D FITAE
Address

Phone:

(if applicable™*)

O ekl

Raw material test
R4

Name of the test:

O TRENE R
In—process control test
R4

Name of the test:

O el
Release test

R4

Name of the test:




SN ERER R AR B AR D B ORI (GCTP AR ER 12 545 GQPAREH 7
FIRDBRDE G T, )
External testing laboratory: Agreement(concerning GMP Ministerial
Ordinance Article 11 or GQP Ministerial Ordinance Article 7)
OfFEkda: 4 A H)
Concluded (Date of agreement : DD/MM/YYYY)
O (FZ7hate, ) kO FER: 4 H  H)
Not concluded (including draft agreement) (Expected date of agreement :
DD/MM/YYYY)
HM&&)W ?ﬁ%ﬁ Name of the counterparty:
O #EFEH Manufacturer
Ol R 78 3% MAH
(1% oAt Others ( )

DD O F ENEEEE1TZF DFEH Describe the reason in the case there is no

plan of concluding agreement. .




Xﬂ%ﬁ?ﬁ%ﬁ*ﬁﬁ%ﬁgﬁﬁﬁé REEIZRWTIL, BIRK T 85 2. JEfT AN 3T E3DT (1) 7 [ Zfh,
AL T DGR O 1. S G B S EE &k O&E i 2 o (3 B H)ICRLHE D &
i’oU YRR O TRUERT O 4 Fr ) e O\TRLE T O Pr /et B3 T RFEoc o BE T O fF #2570
L, AMHRER IR A RS | ORI A e B D AR B I B - 2 F IR A Gk L T7E30,
%¢When an application is for an external testing laboratory, the“contracted manufacturer
information” should be filled in the space provided on “Name of manufacturing site” and
“Address of manufacturing site”, and, the “external testing laboratory information” should be
filled in the space provided on “External testing laboratory”, respectively, as mentioned in
Apendix1 No.2, (Note of) 1. Outline of Product(s) subject to Inspection of “Documents required
by PMDA”, 3-7(1)-c, Chapter3, Enforcement Notification.

E1: GO REEDHEE N T —nbER LT 256 Th- T, 0 g s T CHlin
Fhi 2551, BRI CRERD 3O TREalikKiZawy,
% 1: In the case cells and/or tissues are collected from a donor each manufacturing the
products, and the collection is conducted in such manufacturing site, include
collection process in the process.

T2 :MF BB E O L5 A 13, Bl TEE BN EEE#HES0,

%k 2: If there is more than one MF- reglstered subject, fill in those adding lines.

HES MR B R AR B ORI I BIL Tk, B AL OB A i gk & KRS (R &
F RIZRisE S AR BR R AR B L2 01T | S L5 5 I ZIT A B L
TRLHT AL TLIEE N,

%}k 3: In case of using contract testing laboratories, enter in—house other laboratories

and contract testing laboratories, respectively. When there is more than one
laboratory, fill in those adding lines.

4 AN R AR B AR L CTATORBRIC oW TR, TRUBHAER ) | T RN E B
FRBR | SUL TR ek | OWT % S T2 R ATICRE L TIES W, 2B A
RS BRI RS FH/K KGR (HEE) ZD TRy M Oy B S IAE RIS
FLAS VI O B ARBRIZ B T D50 b ML T, 772U REEE =2 U
TN AR DR AN T DRI A E T,

%}k 4: In case of using external testing laboratories, make a check in the appropriate box,
“Raw material test”, “In—process control test” or “Release test”. Also, it is
required to enter quality test for ingredients filled in the line “ingredients and
quantities or nature” of the approval certificate (the approval application form)
for the injection solvents. However, no entering concerning environmental
monitoring is necessary.
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sEEEE
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E-mail
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TEERIE RO (EAL CWAEERa 2 —Z LT AT L)

B/ o v a—4{k | OERP CIMES CILIMS [IDCS
AT BNDL TR %Dt ( ) OfEAHZL
BZE 5 EFOITEREBENLDOELEDH &
1TE R4 HREHA *t G B 4 i R S Em >
DRl

W% 5 E£RBDEIN, GCTP-GMP:QMS READHE (B DBRAITIIMELTTH, )




3

Form 3
BAERER S EEFTEEE OAERERTA)
Outline of Cellular and Tissue—based Product Manufacturing Site
(Foreign Manufacturing Site)
A HEE
As of DD/MM/YYYY
RIE T D4 TR
Name of
manufacturing
site
BIEFT O FTAE 1
Address of
manufacturing
site
PNIEHS S E =g
Contacts in Name of the company
Japan kY
Contact person
e
Phone FAX
E—mail
P E U EFH A
Accreditation No. Date of initial accreditation
FOIE DR PIEDX 5y
Expiry date Accreditation category

HEEH(—MEEFZE T, )

Numbers of employees (including part-time employees)

BOEEB I BLEE Y QC EBPH QA A
Total Manufacturing QC department QA department
department
A A N N
RSt OEEE

Responsible person of the site
(Qualified person in the EU, or head of quality unit in other countries)

K4 &
Name Job title
Ak

Phone E-mail




RES B (B AR~OIH S BT ( ) TR, )
Number of manufactured products (Number of products exported to Japan should be
described in parenthesis.)

BAERER LD
g
Manufacturing of
Cellular and
Tissue—based

and storage of
Cellular and

AR | RIS = i
DEHEFR RS | Drugs Medical
Package, labelling Devices

Products Tissue—based
Products
LSRR
Number of
manufactured
products
FAA KT Z2 5 B OIRBL
Information of the products subject to the inspection
oo A (B4 | UdEprTo YGRS S o | YGRS o
i) B3 BA AR IR ] R Kt 180 B A R4 ] P 7 16 A A S 45
Names of the Commercial Marketing in EU and | Marketing in Japan
products (Please manufacture started | US started from started from
specify English from (MM/YY) (MM/YY)
names as well) MM/YY)
s 1E #HO
Information of the manufacturing site I
3 T O i A I T T A
Area of the site Area of the warehouse
R i ¢ i £ AR A 3¢

Area of the manufacturing facilities

Area of the testing laboratory

MR EHRQ (FAEERSL EMRREIROIBEDHE)

Information of the manufacturing site II

(Manufacturing status concerning The Act on the Safety of Regenerative Medicine)

FORE 0F Yes GREZE 7= Accreditation No.: )
Accreditation 4% No

il B 2K

Number of




manufactured
products

BUEBA 464 H

Inaugural month/year

FERIEHO EAL QWA EERIEa—F LT AT 1)
Information of the manufacturing site III
(Overall function of major computer system adopted in the manufacturing site)

HHE o Ea—41b
VAT LD R Name
of major computer
system

CJERP [OMES [CLIMS [DCS
(0% dOfth Others ( ) O 72 L(N/A)

BE 5 EROITBISEN LD EZDOH E
History of GCTP inspections by regulatory authorities over the past 5 years.

B4 | R xFGein H 4 s e FEHIDF D]
Name of Inspection | Name of Inspection Type of inspection
regulatory date inspected results (On-site/Desk-top)
authorities products

B|E 5 FEFDENY, GCTP-GMP-QMS REA DOF & (A OB A ITIIBEE TR, )
History of product recall or GCTP/GMP/QMS non—-compliance over the past 5 years

(Please specify details.)




*ﬂ%‘t 2 &U 3 O)ﬂaﬁiw/fu_‘ PN
Notes on filling out for Form 2 and 3

-TQC #B8P9 ) (Quality Control) 1%, /B & GRAB R AH Y E) 2 THD T
T —77. TQA #BMJ (Quality Assurance) 1T, dnBE IRFEFEZIETHOTY, [
B ) ;’CVQC ERPH ) ETQA R | S T BV ET,

*The term “QC department” refers to Quality Control department(Testing and
Inspection department). On the other hand, “QA department” refers to Quality
Assurance department. “Quality department” is divided into “QC department” and
“QA department”.

-QC FBFHE QA FFHEZ 31T TR W ELEFTIZBIL T, AR &L TRk B $x
[QC P IMICRERIL . TQA FRFTIAMICIZ 0 ALFEHL TZauy,

-Enter the number of employees at Quality department in the column of “QC
department” and enter 0 in the column of “QA department” unless the
manufacturing site divides Quality department into QC department and QA
department.

- T3 5 B 80 TR, A S ITHR D0 B D137 Yz ihE Tl v\ CibiEs
NTWDT N TORITAR DL G B AL L TTZE0,

‘Enter the number of all manufactured products in such manufacturing site including
products on the application for the inspection in the column of “Number of
manufactured products”.

- ThERR G ) IR, A R FEICAR D00 B ICBE - A lisk D130, YiziliEpre
L CORFE 2RI DN TOY FHEEZLHEHL TIEEN,

-Enter relevant items on not only facilities related to products on the application for
the inspection but also overall facilities in the column of “Information of the
manufacturing site”.

-T2 5 R OITEHEBE DO ELEOA M| OEIZIL, FEHFEICHRD5 B OIE),

WEALETIC B W TILES N TOD T X TORE /R 554 Y FIH (AN Y /D
BRIMRDLFHE T L, ) ALl L TTEEN,

-Enter all relevant items for not only products on the application for the inspection but
also all manufactured products in such manufacturing site(including inspections
conducted by foreign competent agencies) in the column of “History of GCTP
inspections by regulatory authorities over the past 5 years”.

-T2 5 AR OBII, GCTP:GMP-QMS ARG O | OIRIIL, FiAHGEICRD
dt H DIE7, MRS AT B W TRIE SN TV D TR TO R IR D54 24 F45
DA K O Z TR L TTZEW,



-Enter presence or absence of relevant items and summary for not only products on
the application for the inspection but also manufactured products in such
manufacturing site in the column of “History of product recall or GCTP/GMP/QMS
non—compliance over the past 5 years”.

- TEIWNEE S | OIRITIT, A B O A Y D32 #7 M &5 DI Y72 M
e rta L T7ES N,

-Enter appropriate contact information so that inspectors at PMDA may contact in the
column of “Contacts in Japan”.

THR7E4 | DFCRES ELTE, T E TSNS 3GE4 2 itk L TSV,

Enter English names to be used in Japan as “commercial name”.

T DHLONRRWGE AL, [RES U 720 LR L TSV,
‘Enter “N/A” or “No” when none applies to.
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1. FAERESHNESEREZEZHOREE T EmICK
HIAELT DO HONTIT, BEBHICBWVWTE R
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) HEORMBAEORRE, WMEIZBITILIREA. |
INFEDHHEK ONE 1FEDIE), 1. IZXVHS B R
DONELBEL, REMEORLITBWTITIZEELET,

2. FRAEOLIEGEHOPFE UIFEICLDOTE) [Zr0bb
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(%) FEHFRE T4t = (k1T A 0 X (HA) (HAli: 23
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Attachment 5
List of Procedures, etc.

Attachment 5

List of Procedures, etc.

Procedures for Management of Release

Procedures for Batch disposition

Procedures for Validation or Verification (including Procedures
for Cleaning Validation)

Procedures for Validation or Verification (including Procedures
for Cleaning Validation)

Procedures for Change Control

Procedures for Change Control

Procedures for Deviation Control

Procedures for Deviation

Procedures for handling quality—related information

Procedures for Recall

Procedures for handling quality information (including
complaint)

Procedures for Self-inspection

Procedures for Recall

Procedures for Training

Procedures for Self-inspection

Procedures for Document and Record Management

Procedures for Training

Procedures for Product Quality Review

Procedures for Documentation

Procedures for Management of Supplier of Materials

Procedures for Product Quality Review

Procedures for Supplier Management
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