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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 Management of
Release

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

Procedures for Change Control

Procedures for Deviation Control

Procedures for handling
quality-related information

Procedures for Recall

Procedures for Self-inspection

Procedures for Training

Procedures for Document and
Record Management

Procedures for Product Quality
Review

Procedures for Management of
Supplier of Materials
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K1

Form 1

LRRAERICETIRAENRABFICHT IHE
Outline of Product(s) Subject to Inspection

af A HBEME
As of DD/MM/YY

Kot EHE OR4 (ENZH -
T, AMMOREE DKA)

Name of

marketing authorization holder

fn H 4

Product name

RUE R D4 Fp

Name of manufacturing site

BE A O T AE #h

Address of manufacturing site

FEXRMEFICET LEHR BYTHOCVREZERLTIEIN,
Information of product(s) subject to inspection
Please put X in the appropriate boxes.

RS - R
Buildings,
facilities and
equipment

Ak O=Z AL (E1) 226 —RaEETERE cofiliE|z
RDEHEHH - HOWRM
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
Jeis ¥ . O%H O/ (—EEHEETe,)
Buildings
:ODedicated [Shared (including partially shared)
OE X o OFH O/ (—EEHEETe,)
Manufacturing area
: ODedicated [JShared (including partially shared)
fhERimtss . DA OH (S zET,)
Facilities and equipment
: ODedicated  [JShared (including partially shared)




kW TIEH (—EICHZ &) | 14T 25560
e an 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).

N

O B CAbfa b ki (B4 )
The other autologous cell-based products
(Name of products: )

Ot [RIFEHE R R i (B 44 )
The other allogeneic cell-based products
(Name of products: )

Cfth OB sFiad e (a4 )
The other gene therapy products
(Name of products: )

L] E% AT (@% AT . )
Drugs(Name of products: )

OERER (a4 )
Devices(Name of products: )

O fh ( )

Others( )

TR TRV ORGEITAR DR - im0 - LA
DARTL -

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

5] O (—EEHEET,)
: Dedicated [OShared (including partially shared)

WA E R L O TR B G RF O R & o @ o

LN

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

Investigations

e Y. OR— il

Buildings : [JSame [ISeparate

flE X g OfF— 151

Manufacturing area : [1Same [ISeparate

ThER R . OR— il

Facilities and equipment : [1Same [1Separate

L DIRER A EREFER L FEORLE & OB - AR




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

jei . O%H O (—HEHEET,)
Buildings

: ODedicated [OShared (including partially shared)
floE X s OFA O (—EEHEETe,)
Manufacturing area

: Dedicated [JShared (including partially shared)
KGRk« DA O/ (—EEHEETe,)
Facilities and equipment

: ODedicated [OShared (including partially shared)

RLE TR O Hi A
(M7 2HAIZ
ECT = I T
%)
Manufacturing
process(make all
checks in the
appropriate boxes)

CIAMAR - FBfkOEREL (73 1) Collection of cell or tissue*!
v 374k Cell-banking
Cfmpass2E Cell culture

(AR 431k Cell differentiation
[(IF5%  Purification

O &8 k. Final product
(a2 Packaging

Oi#Ef&7E AN Gene transfection
O™ A )L AE5% Virus culture
CO£&% Storage solely

OFofth ( ) Others

L Ot Mmpain 8L Human cell/tissue products
Product (OB Autologous [[AlfE Allogeneic)
information Oz vx— 3 UMl Combination products

(fHAEAEAAL Components :

O%FKY drug OF > b kit O25E - #  devices
and equipment O A fa cell O 4 &
miscellaneous goods)

MF %I /] MF BEkin4

MF registration |[MF-registered subjects:
O f MF e+
Registered MF registration No.:

O 4

Not registered

(HFE2) *2

&Ik
Manufacturing
method

(4 B i fE1E Aseptic processing
CIPASHAHERIEIZ X 2 R #{FE Closed aseptic processing
[JZ Ot Others ( )




AFHAHRR & o B O EEH#LESAKIGAKE (3241# 5 Reception number )
FO L EICE |0 BEERESENotification for fast-track review (3§ &5 Issue number
T o (3 GCTP fii5fskaH 6CTP Simple consultations & (52345 Reception
In relation to all
. number )
kinds of )
consultations (] FRifak Pre-review consultations (GCTP HAICET S, Lk AMAOEEEERD 15 For the
Other information applications having special information related to GCTP inspections that are unique to the products)®
relevant to the B .
application (%A% 5 Reception number )
(% V~NTFEH T HE AT HRED 2K : LSNs))
e g | € P OFHFRHEIH Other items for consultation® ( )
BRI B L S R AR
B MERBEIR (52 R B DU Tk
LCHEHIL TAEESWY, ) ( 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.
NN —~ S
GQPATHE 742 |0 A (ko H iE H H)
O Bk Concluded (Date of agreement : DD/MM/YY)
. = A\ A N
Agreement in O (FZ77 hogaaate,) BikoFER : G

accordance with  |H)
GQP Ordinance  [Not concluded (including draft agreement)
Article 7 (Expected date of agreement : DD/MM/YYYY)

SMERFUBRAR A RERE (BB D4 F5
(FIFH3 28412 |[Name of the laboratory

T &) % B 0O FIT A Hit

(E3, 4) Address
External testing
laboratory Phone: Fax:

(if applicable*s4) |00 JFUEFER

Raw material test
iR

Name of the test:
O TRENEERER
In-process control test
R

Name of the test:
O H ey allR
Release test
R4,

Name of the test:




SRR AR AR IR D Bk okl (GCTP &5 12 4. GQP &
BT RITR DR D 250, )
External testing laboratory: Agreement(concerning GMP
Ministerial Ordinance Article 11 or GQP Ministerial Ordinance
Article 7)
Of (Buko A - £ N H)
Concluded (Date of agreement : DD/MM/YYYY)
O (K77 bate,) (BROTER : £ A H)
Not concluded (including draft agreement) (Expected date of
agreement : DD/MM/YYYY)
Bk O FH T34 Name of the counterparty:

& 3% Manufacturer

OfER e S MAH

(0% Ofth Others ( )

Y b DT ENENE B 1 DOFRH Describe the reason in the case there

is no plan of concluding agreement. :




KON B AR AR D HEEIC R WL, ARt 1 56 2. MfTEEsE 3 |E 3D 7 (1)

U (2o, REMENRLIEL T8 O 1. PS50 B S OGS o (B

BHEB)ICGEHO L0, Ytk G044k KO TSSO e Mk 1%

FECORERT O AFiHE L, [N AR ) ORI AR O/ R B 1 B

TOHHEREZFTH L T EEN,

*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 Apendixl No.2, (Note of) 1. Outline of
Product(s) subject to Inspection of “Documents required by PMDA” 3-7(1)-c,
Chapter3, Enforcement Notification.

1

* 1:

2
* 2

3

* 3

4

* 4!

RO REDIE KT — 0 BRI 3HE Th > T, 2> SIS <
BRI Z Fhid 55613, BHIERE L EO TRis< 7280,

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.

: MF B&kan 388 H 25613, WEITERZ BN LR 7230,
If there i1s more than one MF-registered subject, fill in those adding
lines.

AN AR AR AR B OF NI L ik, B Ao th o sk A i & A8 (H
i) & LIS S AN AR RS & 20T BB D D 5A I ITN
ZIBMLTRETDHLIICLTIIEE N,

In case of using contract testing laboratories, enter in-house other

laboratories and contract testing laboratories, respectively. When there

1s more than one laboratory, fill in those adding lines.

D ANEERBR R AR AR LT T o SRBRIZ oW T, TROBFABR . T TN
BHEBER) SUT THAERER] OV o2&l L T 2s
W, i, ARy, BIBAL TERKSEREE (REE) F0 Thdr kO
Oy B SOIAE ) MICRLE S Tz pley O B RABRIZ B 2 5e il b 2T,
2L, BERE=2 ) U7 EIR DB A IC T S EII R E T,
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 1is
necessary.
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EEEE (X— M MEBEEEZET,)
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BEEHE
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FEAN FAX

E-mail
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FAEXRIR 5 B DRI
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# 3
Form 3
BEERFUMEEHSE WESEHRA)
Outline of Cellular and Tissue-based Product Manufacturing Site
(Foreign Manufacturing Site)

Sfn £ H  BEUE

As of DD/MM/YYYY

BUET O PR
Name of
manufacturing
site
BT OO T A Hh
Address of
manufacturing
site
[ NS e KB
Contacts in Name of the company
Japan Y E

Contact person

Phone FAX

E-mail
WER LHIREFEH A
Accreditation No. Date of initial accreditation
FRIE D HARR PRIE DX Gy
Expiry date Accreditation category

wEEH (N— b MERE%ZEND,)

Numbers of employees (including part-time employees)

BB R QC QA &5
Total Manufacturing QC department QA department
department
A A A A
ST OREE

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

K4 k44
Name Job title
Bn

Phone FAX

E-mail




FEmBEH (AA~OmHR BT () TRE#.)

Number of manufactured products (Number of products exported to Japan

should be described in parenthesis.)

FAERERS O FAERERS | EIEMS 2= et
il DEIER RS | Drugs Medical
Manufacturing of | Package, Devices
Cellular and labelling and
Tissue-based storage of
Products Cellular and
Tissue-based
Products
Hlyd i H
Number of
manufactured
products
FAEX SR H ORI

Information of the products subject to the inspection

B4 (WEEA D
stz L)
Names of the
products (Please
specify English
names as well)

EBAS NG
5 BR AR RF Y]
Commercial
manufacture

started from
(MM/YY)

4 % B A S 5 oD
PR Kt 88 B A TR 14
Marketing in EU
and US started
from (MM/YY)

% L i S s oD
PNC 268 36 4 TR
Marketing in
Japan started from
(MM/YY)

ik E HO

Information of the manufacturing site I

S P R I8 Je T F

Area of the site Area of the warehouse
I Tl 5% TR AR B A e 5% i

Area of the manufacturing facilities

Area of the testing laboratory

ERIERO (BAEERSERZEMMREICERIBEDRE)
Information of the manufacturing site II
(Manufacturing status concerning The Act on the Safety of Regenerative

Medicine)

=% =
P TE
Accreditation

(4% No

(A Yes (GREZE 5 Accreditation No. :

fE L B
Number of
manufactured




products

SEBA AT H
Inaugural
month/year

MR EHRO FEALTCWAIEERaA LV Ea—F LT AT L)

Information of the manufacturing site III

(Overall function of major computer system adopted in the manufacturing

site)

B/ o B a—H
(D SAPNGE
Name of major
computer system

LJERP [IMES [OILIMS [IDCS

0% Ofh Others (

) O 72 LIN/A)

B b EFOITBHEEED b DERDOFE

History of GCTP inspections by regulatory authorities over the past 5 years.

ITBOER4 | R
Name of
regulatory date
authorities

PIE S RRER

Inspection | Name of

inspected
products

i
Inspection
results

FHF R DR
Type of inspection
(On-site/Desk-top)

B®E 5 EMDOEIN. GCTP - GMP - QMS REESDOHFE (FOBRSICITEES

L )

History of product recall or GCTP/GMP/QMS non-compliance over the past 5
years (Please specify details.)




2 KO3 DR EOEE A
Notes on filling out for Form 2 and 3

- 1QC #fH) (Quality Control) 1%, AHEEHHRE (?ﬁ%ﬁ*ﬁﬁ?ﬁ%%ﬁ%) e
THLOTYT, —J. TQATFY) (Quality Assurance) 1%, SWERIE S &5
THOTY, TEHM 1L TQCHM) & TQAEM) LiZmiFbivEd,

‘The term “QC department” refers to Quality Control department(Testlng
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 #P & QA EBFH & & 43T TW AR WERIERTICBE L Cid, B & L TRk
E¥z TQC HM ) Micii# L, TQA M #icix o A & uE%‘Z LTLEEN,

- 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.

- THLER B ORI, ERFEICERD M E OIE), YiziEariciwn Tl
BEINTWDLTA_NTORGIMRLZ LS E L L T2 éb
- 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”

MERXTH R OMEITIL, FAERGEICRD M B ICREET DR DIE), Yz
F)T}: L TOMERRERIC OV TORYFHZ T L T 7230,
- 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”

- NS E 5 FEMOITBHERE b OBLZOFE] OHIZIL, HEREIHKRDME D

1E0>, YHAEGEFNCBWTRE SN TV D TR CTORGMICR DY FEH (M
NE RN OELRIMRDFEHEZEZT,) Zilfll LTI 7EIV,

-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”

- 2 5 M OEIL, GCTP - GMP - QMS RE& OA ] OEIZIL, HAH
IR D B DIED, YEALEFTICB W THREI N TV D T XTI
fRBEEEHOFMEE O EAFEH LT 7Z30,



-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” .

- TEIPDERSSE ) OIS, MAEEEORERLZ N 27 M2 L D DIEY)
IRERS AR LTI E W,

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

-TRGEA | OFEEEA & LTI B ETHEH S R4 ERRB L TS,

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

U TLHLORRVIEEIE, ML) ThL) FERE L TEEN,
-Enter “N/A” or “No” when none applies to.
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A REGERTE D4 By
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I AN ) )~ L P =) POER 73 (51
G AR IS S 70 > TR~ & B0k (#2) @F@F@HETICN ENER
A@DHEHT D,
L2 2 4 [E O GCTP i A VERR AR RIBmE/ M HFOE L (3%3)
2. RS FEAGR S (A AR SR AGEE T E) o | (%3)
5L
[—%] OBEE, —ZRRIHEOT L
(ZHEEmfER] O%aT, EEFHm O 2 Rk L7k
P E DL TG QL H T O iR
k1) | 3. B e RN ([ZEF ] O%Ha0H) (3%3)
L ARG B S N OGS EE (1) AR (3%3)
(2 (2) B2 £7205 3 (x3)

)
(%1) MEATEIZED HTob D
(%2) MEATH@EFEIEHE 3 DT (1) v TREMENPLEL T8 O—&

(3%3) A PERA RIS TIRAT LT 2 &, GRS BIZBE3 DRI 72 305 12 K 0 FA R SRS
RETERVWERDRHL2HGET. ZOEAZEHL T ZIV, 2k, EROFE/REOUERHERENTZ
TZOICHERFERICE B ZIRE TS v =23, FlRFEENALr—2L LGB O EEA,
TOBERDi - TR CTRARTE 217> T 2SNV, TA—, BR2BL TIRHT 25813 HiFrb 2
BRI L T2 &0,
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BRI R FRICRMG LB Y X B

[FREHRFHERFOTEEFIH]
3. AFzvZURME EEMRHERGEEICRMS L TLEE N,

FxyvIIVRF2

4. REEHEOBEATERAICE T DEENEHLBHMIT6 » HE LTV 4. RbaFi-> TERLYE
iFLTL7ZE W,

AL R4 (B1) @ILIPRA AL AL G A

F= A H

A S H

A6 R BRGE T D 4 PR

TEN R ERDFERER | B1) 0000000
FRE (MF) OB&ERE S (F12) 7oL

e
WA U RHTTO ) i8S LB ald 4
B RRELTIEE Y,
[EH] . EAMEREREICY > TRETREEE Iy O
(f12) @F@H@H X TICNF[ENEH
A@NBHHT B,
GMP/GCTP FHA THCEFNFREE (GMP F55E4E A4 ) (3%3)
1.8 7 2 A [E O GCTP J@ & MR AR Sl &/ s EDE L (3%3)
2. BEIR e RRRE (i A A RS aEm e oFL | (%3)
3. ZE 5 FERO—EEKREDT L (3%3)
4. 18 % 5 AR OB T REDE L (3%3)
5. AR DR E DOIRHLE R LI- &R (3%3)
6. BE B AEMOBEFLEIRLEINOGEE (HOBAITIE, 2 | (%3)
D)
(%1) | 7. 8EE BEUTfTEE  BIRE 2-3-1) (3%3)
LA G i B S R OGS T (1) kR 1 (3%3)
(2) B2 £721%3 (3%3)
2. Bk TRLICEE3 B &kt (3%4)
3. B DR IZEE T A Gk (3%4)
4. 7RI ab—yar T A FOEMRIICETOER | (xq)
(EFHBETRENE TN I LEEDOR)
(3%2) | 5. W H RFEHEE~OX ISR 5 &k (3%4)

(1) AT ED DI H D
(%2) HiATIRENES 3 35 3 D 7(2) 7T AN LB LT 5 & B 0—¥)
(%3) A PEFR A B S RS T IRA LTS, sRAE RS20k HIC B4 D4 A F i IC L i F S iR T

ERVEEDNHLE AT, TOBRZIHRL TS, ks, RO FRL/ 1R HO U % D BT (ZF A
AR R H TE W — 2, Bl B0 G 2r — AL L TROLNEE A, TR TOE D72 ki
THARFHBEIT>TEE, T — BEEZEN TR T 25813, B0 2 HFEPICRHL TTZSY,
(364) B M A B R IR S0 S PR A B B R L P IR H L TEE W, A A R IR H 3754
B (B 2) 2B B TE R RO P EE ZL#ll TTES0,




[X57]

BRI R FRICRMG LB Y X B

(GRS LSIANE S w i)

5. AF=v 7 AN, HAMHEREEICRMLTIZEN,

6. AR AV I E Y H EERERLEIINIL 1 fF L L TR0 £, R AR TEBHE Y
LTL7EEW,

FxvIJYRFS

AL

KL (B1) @ILIPRA AL AL

A H

F= A H

AR RO RGE TR O X

57\

A REGERTE D4 By

k=
WA L2 BHT TO), 724 LW 3iaiE T4
W REmELTEE N,
#13) O
(fl4) @~E@H @A ETICWFEHNEEA
(5] AR 510 2 /= o TR < ok ol e
S FRERER TR = - L e : (15) @F@]@H E TICHET A5 E
%35,
(fl6) @F@7@HICHED@OX/FIC
1% % 38 A MR A A S R TR A
(VAT L% FS . O@)
GMP/GCTP FHATFHOEINFREE (GMP F55Efg  4k=4) %3
L. i&Z= 2 £ o GCTP @A MERAREZDOE L %3
2. 5B YU X R ROEZRERE BRI TEe B3 — 1 & | %3
OB 3 — 2)
3. YZBiEFTORICER T 5% 3EROMA (HARMIT | s
o bobETe,) ITfRHEINGE, GMP R#lEs, V—=V
TV — A VKR—FT7TZ7—bF (EAHEFIERICLL2LOE
Etr,) HOFME (FORAIT. FOME )
4. B2E BRILETES K2 -3 —2) %3
C%1) | 5. A FvARE—T 7 A L XITFE DGR %3
LAt g B e AL %3
(%2) | 2. AW H SREEHEE A~ ORI B4 5 &k %3

(%) fEfT e ED SNI-H D
(%2) HiAT A 3T 3 D7 (3) A E AR EHEE NMLE LT R O—i
(%3) 1 A MEFAE R EEIF IS TIRM L CLIZE W, KRB S E IC K0T SRR ISR TR WERIRH L 56
I, FOFHAFTEHEHL TLIEEWN, 7ok, ERIO TR/ H O MRS DN EN 2720 I HRE BB RO E R AR T
RN — AL, BB G NAE D — AL L CGRO LN EE A, TN TOEE AR 7- B CHAE R H 21T T
7280, TTid—, BRI TR T 25803, BiE5 2 BRLAPIZIRH L TS, R HGEE (E PR
NE&EETe, ) LA (G R ELERT, MF EWNE AL, ) 22D EHE PMDA ICE B AEHSNLAY & THh->Th, il
BEHFERITHSCITIRESND LD, HONUOHRE P FHEDHEL TLIZEN,




