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Guidance for Reviewers Instructions and
Template for Chemistry, Manufacturing, and
Control (CMC) Reviewers of Human Somatic Cell
Therapy Investigational New Drug Applications
(INDs)

http://www.fda.gov/OHRMS/
DOCKETS/98fr/03d0349gd|.pdf

Guidance for FDA Reviewers and Sponsors
Content and Review of Chemistry, Manufacturing,
and Control (CMC) Information for Human
Somatic Cell Therapy Investigational New Drug
Applications (INDs)

http://www.fda.gov/downloads/
BiologicsBloodVaccines/Guidance
ComplianceRegulatorylnformatio
n/Guidances/Xenotransplantation/
ucm092705.pdf

Guidance for Industry: Source Animal, Product,
Preclinical, and Clinical Issues Concerning the
Use of Xenotransplantation Products in Humans

http://www.fda.gov/downloads/
BiologicsBloodVaccines/Guidance
ComplianceRegulatorylnformatio
n/Guidances/Xenotransplantation/
ucm092707.pdf

Guidance for Industry Regulation of Human Cells,
Tissues, and Cellular and Tissue-Based Products
(HCT/Ps) Small Entity Compliance Guide

http://www.fda.gov/downloads/
BiologicsBloodVaccines/Guidance
ComplianceRegulatorylnformation/
Guidances/Tissue/ucm062592.pdf

Guidance for Industry Current Good Tissue
Practice (CGTP) and Additional Requirements
for Manufacturers of Human Cells, Tissues, and
Cellular and Tissue-Based Products (HCT/Ps)

http://www.fda.gov/downloads/
BiologicsBloodVaccines/Guidance
ComplianceRegulatorylnformation/
Guidances/Tissue/ucm091408.pdf

Points to Consider in the Characterization of Cell
Lines Used to Produce Biologicals (1993)

http://www.fda.gov/downloads/
BiologicsBloodVaccines/GuidanceC
omplianceRegulatorylnformation/Ot
herRecommendationsforManufactur
ers/lUCMO062745.pdf

Guidance for Industry: Guidance for Human
Somatic Cell Therapy and Gene Therapy

http://www.fda.gov/
BiologicsBloodVaccines/
GuidanceComplianceRegul
atorylnformation/Guidances/
CellularandGeneTherapy/
ucm072987.htm

Guidance for Industry: Eligibility Determination
for Donors of Human Cells,Tissues, and Cellular
and Tissue-Based Products

http://www.fda.gov/
BiologicsBloodVaccines/Guidance
ComplianceRegulatorylnformation/
Guidances/Tissue/ucm073964.htm
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7 5 B 55K I IR 4R A= Ml (sourcing biologics) Ui H
CLbanfe 2r g o A= il 22 ) W Re LS B M 7 S, Asad n] BUd i R
TX 28 A il R SRR, Bl SR BB g ™ A ) A I T B A Aok
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ATIEWES, Lol S 4 a4 2= U7 (immunocytochemistry)
MIPCRIJF AT hESHN (1) 2 1 fedr & W sEAT Rl A i, -t A6 il i
A& Cembryoid bodies) 4 Jid 1l i 987 40 B 1) 4% 28 K A 4% 50
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MM HFEAT 0 AT 5 R I T — 41 n] T XThES A il 2R 2R AT VP Ak i) A&
o ANt BARIX SR IR 51N, HR RS iz 4%, Wik
AR AR AT Sy 40 B ot e R A i 6 25 2 (A IR . PR T
ANFINESHH L& 2 18] AT REATAE 25 7, BRLIHG Pl A 130 12 0] o Y 4
2 At P 2R L B DRI 2R DL R T R A A T T EAT R . 104
T AZHBE A W 15 H o



RrimernArray) (aRER)

J-FPLUR F ar Aray = =] == H e e PR | F37 T
dh B 5 16 v . e L =TT o — = ] A H i = L
=9 TH = Fal ¥ =grin- F e o\ =29= |4 1T < s = =
- O B 4 - - - = I = - I =
O A ] H i L =gy H = - . = '. L = =
) - - -
O ¥ N RS

=2 - = e - an = i i = L4
FE [.] = k = iy u Pk u ﬂl - G 171 1" il H =
) H| H
oG EE R =
g520 th D ] [E& 1P L
NS Ge 0 = e, = [E] =ik (020)32052376 052410
020)320528
0 2 * i GEn.co
0 El 3 Q20 OEB5SS 020

ab P genecoposia.co i alesi@fulengan._co

T

[




EARRS L FAF &3 P RIERE# X
B 7 B —1 . BARIRAT]— A )
GIRAR, Ay REARAT BN AT R 4 M o A 2l
R EFIVE T L, (H & 2R I 4l i 7= b
GREEA L A I Al i . PRIk, AT 2
— ol B R EE A IR 0 M A TR TR, R
IR ERAE SRR3R 58 4 B AH 7] 40 1 41 1 i) 4
JRLREVR = o T LA 40 R 43 AR o 2 DR L 1)
S s T I I 2% ) S ) 41 i 4
FEREATRS I, Letn4n kA (phenotype) .
8y (doubling time) . 3%/
(viability) « %t Cactivity) . 40 JuBE¥%
SR PE (heterogeneity) o if N iZHEfT — 46
CAERI, R (sterility) « A
&% (endotoxin level) . 151 351k

(mycoplasma) 752545,

1 I 4 0 £ R 7 SR 4B X1 O SRR IE R SR
ThRERI—1E. — Mok Ud, 4000 ST LA g
o= A PEAL 7> CRIVEPESH D LAl “yg 4
W7 RE MR A L — R EY . b “is
ey vl HE R X REA I (supporting cells)
HWE L Caccessory cells) . K2 L4H
(undifferentiated cells) 24 HAb 5497 H i
TCORIA0 R . e () 40 PR 7% 0 R B 1% BB 3R A 75
LT 1) 40 JH % LU A [ 5 RV P 4 L F g G
Pram i LA [ i > (1 A0 it o

IR BRATIE S VRGNS T Y A L Y A7
TN, DA R Aif e v 4252 (1035 Je i 4t i L 491 1
B ) O TR A AR I T vk
XA B S AT D EE VRS, DA TR H X L 4
T it B N AR5 B A R FIIR ST R . AN it
AR 7 AR A%, TR BATT AR X
PEGH S 80 DA RS AT A FH LIS IS A T i
WV 2 2 2 FE FINLHI 256 SR A RE R IEIRIT
TEM . Whinse A s fiviia sy b, 1697 4 T
e Il I B AR R VR R, BT R
Sl BB N R AR, e ] R
e FIR P RLEIIL DR AR . R RSN
IR 2 T B A T LA ik 2 o = it v 5 A 20 - ik

41

ATRC BT AL 2 I (0] 55 6%, DL 4 4%
P, AT AR K Hb HE 2T 40 1 it ol & L 2l R
Wi .

XoF e 24 0 I 7 AR P RS A7 1O R T
st [ 41 B 4 s S A e AT VR L. Ll A
TIIT 4R K (Parkinson’ s disease)
1 2 B i 4o 28 0 A IR Y 1% R 2 T8 A Y. T &
Mubs&Ed, DLRAIE 2 & (neurofilament)
FI& 21k (tyrosine hydroxylase) ,
M A 2 RIE K404 sl IR JZE 4 i
(endoderm) . HJIR)Z40 )l (mesoderm)
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