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ENRH, RERRVEIHCHEETAWESASIKIIGETE 2L,

(3) HiAE - ABOFRI - #7EF - H#Hc oW T (ERORBERZYSME, 1274+ —A RO
b, I AN—RE, BRLREROMBRESICEREETEZ L)

(4) BETUEHIREVBEGTREBYEHIL LD S T2B880FME &L 5BET,
NIE—=TANABEITDNT

(5) REDYHRME - M 2zHEBELLD LT 2B E0EME RS8N ONT
(6) Mk - B AOEMBHIDWT CYZERE O RE -T2, SZEME S
ARk & DR EAMER)

(7) SUETE (B2, BETROBEYSBERICBT 2B EMENSORENE, BR
DD OEHRERHBEEBLZREL - REFELESIC TREMICEETS 2 &,)
(8) VIV IR, #RAEBLTOROBBOELIZDOVWT (DNA REBE A2 ST,)
3. mHEEH

(1) #50y FMEOFEME (BN 7 0OEE, NATMESE2E8D,) OLEER, o
ELROZYEOREE L —FEHOMHE, SIROoTMUROSEERE

(2) Oy bR URWERS /SR (B oREEHEEL K B ATERUVHRER
#)

(3) Ow MEORAIFE HWE (B OREEEE (B, RBRABREUVEERR)
4. EEM ,

(1) UREMERARRN, MAREEZTOER (ML - HROEER - HiESIZETE) L,
BTN REERBR R

(2) BFERUEDHR

(3) BERDEROMER

(4) ik, B MESERETEE

5. AIEEKREER (BMMHROEEREFHVW-AEEHOZRNE MhRORBEH W&
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6. FIRKIMFEONEORE (JATERNS CAETIER)
(1) RECHMATHIE - SAAERMASOREUSRRINTE Y, ME, RTEHL,
TE2RRVUTFHEENL2EHECHAECED SBRERZT D 2 & OIF 444,

(2) RKEHA (B ORFEARUEEENE CIT HEESE) Snd,) KL3R
ROBEREOTREIZHT 2 &,

7. #iE - MERUR AR B 0 B MR B URRR
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(1) AEICBIT KRB
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% Points to consider in human somatic cell therapy and gene therapy:1991

¥ Points to consider in the characterization of cell lines used to produce
biologicals: 1993

¥¢ Guidance for Human Somatic Cell Therapy and Gene Therapy (3/30/98)

¥¢ Guidance for the submission of chemistry, manufacturing, and controls information
and establishment description for autologous somatic cell therapy products, 1997.1

3 Points to consider in the production and testing of new drugs and biologicals
produced by recombinant DNA technology: 1985

¥¢ Its supplement: Nucleic acid characterization and gene stability: 1992

¥r Guidance For the Submission of Chemistry, Manufacturing and Controls Information and
Establishment Description for Autologous Somatic Cell Therapy Products - 1/10/97

% Guidance on Applications for Products Comprised of Living Autologous Cells Manipulated
ex vivo and Intended for Structural Repair or Reconstruction - 5/96

@ Guidelines for the collection, processing and storage of human bone marrow
and peripheral stem cells for transplantation, Transfusion Medicine, 4, 165-172
(1994)

< Viral safety evaluation of biotechnology products derived from cell lines
of human or animal origin (ICH)

< ICH Q5D: Derivation and characterization of cell substrates used for
production of biotechnological/biological products. Step3: July 15, 1997.

* 1988.6.6 EE 1105
MREREREZIEH L THBEEINEERORBRHICLER
RABEBDERIZDONT

* 1984330 HEHE2 435
MEBEADNAEMZGRAL THEINIEERORKERFICHER

BATEBIDERIZDNT
* BARFEUR - RN THRERRORSMEHEICET 20 RES
(1997.4)

* NAXAT7 /0P —CHERSEYREHRERRORGEI AN ARIEEM IR
TAHXAIAT I AREERH, AFERF 7+ —F 4, 8.1, 96(1999)

* 1999.730 EERFEQG 06 5
fiie - AR EFI AL A ERFAEXIEELAORERVESEORFEIZDONT

2B, KEFDADXEIL, ROURLMSF I O0—-RTESH,

http://www.fda.gov/cber/guidelines.htm
http://www.fda.gov/cber/points.htm
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http://www.fda.gov/cber/tissue/tissue. htm
X, BEHEARTRLEDO URLNS ST > O0—-RTES,
http://www.nihs.go.jp/mhw/tueuchi/index.html
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