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<[=W'W TPP (Target Product Profile; S HENE EM

O TPPE= u]= FDAOYA] 7NAALENA AAT &

- A ES] FAALAE

/

MR ARsEE A7

FASEN ATEEA ZKo B8E
M= NIH, CIRMONA = 718734 A9 Al TPP AIAE 2] 73}

0 BAR

=294 SVAX

. A4 R FHA Template(3h

o
A

% He
1. TPP O|& - Y 28 MECIE)Q o
2. M2= (Clinical Indication) - A 2sto| S NE MEHSED M criteria A
3. & &9 (Product Type) - dEE= MESE M, ASZE/FT| SO oisi 49
4. HEZ #d ofF (Modification) - 28R, A HE S (R MIZo| Jtot HFo| Tt XtMT 7|&
- HZ0| 7IX|1 U= dESH 2d A 0|8 EIFE = U= XEE FHEH2E HA|
= (A HZESHE JHYE XIS §7|A1Iixlﬁx1l
5. M|Zo| MEsHM =k (Biol | Acti
el 8 (Biological Actvity) | “ieny mihjzr - 101U/1000cells, ELISAZ =7
VEGF £H|2F : 1501U/1000cells, ELISAZ =X
- HE0| EEZ 31 YUE A= a5 U 0|5 ZHEE B0 201
6. 2 (Efficacy) - 2s/an0 IS 0EH = Js 8 HEES, dF 2@, ol
0|=5’d (migration), x| L} 23 S
- HEZ0M Lo oFLl= =4at 0|8 £HS= Ho| 2017
7. 9% (Safety) - oNO YES O 4 At 94 MY(YS, YUY =), 0|2, 0|54
(migration), M| L} 23t S
8. 8% (Dosage Range) - M8, X KB
- AR HOMEAL OSLEAL 2ESTAL EZFAL 7IE
9. Rt (Administration Route) T }AA FAL 1 t'_ t o FFA o;'_ o ZIEf
- O|A(=2). Mo|E7|& %, o4 7|7 &
10. M|& (Formulation) - YN, SAAZX, JIEF &

O CIRM Template(311)

TARGET PRODUCT PROFILE for

<Delete this text and type Name of yvour Product/Therapy here>

INDICATION: Disease or condition for which your product/therapy will be indicated

Optimal indicatiorn and decisiorn criteria
< Delete and type your text here>

Minimally acceptable indicatiorn and criteria
< Delete and type your text here>

BIOLOGICAL ACTIVITY: Biological activity of your product/therapy

Optimal biological activity and decision
criteria
= Delete and type your text here>

Minimally acceptable biological activity and
criteria
= Delete and type yvour text here>

EFFICACY: Proposed efficacy endpoints for your product/therapy

Optimal efficacy endpoints and
decision criteria
< Delete and type your text here>

Minimally acceptable efficacy endpoints and
criteria
< Delete and type your text here>

producttherapy

SAFETY/CONTRAINDICATIONS: Potential safety risks associated with your

Optimal safety profile and decision
criteria
=Delete and type vour text here=>

Minimally acceptable safety profile and
decision criteria
=Delete and type your text here=>

product/therapy.

DOSE/REGIMEN: Briefly describe the proposed dose and dosing regimen of your

Optimal dose and dosing regimen and
decision criteria
=Delete and type your text here>

Minimally acceptable dose and dosing
regimen and decision criteria
=Delete and type your text here>

DOSAGE FORM/ROUTE OF DELIVERY:

and route of delivery for your product/therapy.

Briefly describe the proposed dosage form

Optimal dosage form and route of
delivery and decision criteria
<=Delete and type vour text here=>

Minimally acceptable dosage form and route
of defivery and decision criteria
=Delete and type vour text here=>
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