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Advanced Therapy Medicinal Products (ATMPs)
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ATMP Classification

Biological Active Substance

Containing or conpisting

ves recombinant nucleic acid sequence

Containing viable
non-viable cdlls or tissues

Gene Therapy Medicinal Products

(GTMPs) Treating, Regenerating,
Preventing, Replacing,
Diagnosing Repairing

Cell Therapy Medicinal Products | | Tissue Engineered Products
(CTMPs) (TEPS)
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Gene Therapy Medicinal Product (GTMP)
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GTMP locations
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GTMP techniques

f
00

Protein creatio
is restored

F0IUNITNITAINVAANE 615 eu7) ATMP 7



GTMP Delivery methods
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protein 4 B e
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Cell entry via virus- . (RNP) lectrode causes cel
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‘ RNP can enter the cell
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Gene delivered & —7;
into nucleus ~=
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Cell Therapy Medicinal Products (CTMPs)
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Tissue Engineered Products (TEPS)
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CTMPs and TEPs

e Structure
e Cell manipulation
 Intended use
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Structural VS Nonstructural tissues

Structural

Bone

Skin

Amniotic membrane and umbilical
cord

Blood vessel

Adipose tissue

Articular cartilage

Non-articular cartilage and
Tendon or ligament

F0IUNITNITAINVAANE 615 eu7) ATMP

Nonstructural

Reproductive cells or tissues (e.g.,
oocytes);

Hematopoietic stem/progenitor cells
(e.g., cord blood)

Lymph nodes and thymus;
Parathyroid glands;

Peripheral nerve; and

Pancreatic tissue.
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Cell manipuation

 minimal manipulation
* more than minimal manipulation
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excluded from Thai FDA Regulation

1. WAaAuAwad vioiloofikiunssuiununsdnulaaiesdniioy
(minimal manipulation) wazfinsinfinganalnnisringudis
(homologous Use)

2. N151Ugnaneaiyaz (organ transplantation)

. 5lFBanuazndniudannidan (blood transfusion)

4. A5lFwadn19nITUINNSAINNIATTIUTBEITN BFEN1T5UTOIAINT
LWNYFNINTDNUE NN TNINIVUE

5. AsliUEAITIiianIsThBINEIUIalsA/A15 TSNS HIUaaNIINIS
LWNIYDIFOIUNWYIUIS

O8]
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Regulation & Guidance

WIEINYUUAR YT NHNTLNTI
Y3eNIANTLNTI
UsenIaFIUAIIUAUESATTNAITIVINITLLASY
WAMAMUA Ailo AF96 9
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Current Regulation

 Clinical Trial Authorisation
* Licencing and GMP Certification
 Marketing Authorisation
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Clinical Trial for Marketing Authorisation

start

import
manufacturing
permit

Thai FDA IRB/IEC

W '

Conduct trial
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New Regulation & Guideline

* Conditional Approval
» Hospital Exemption
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Conditional Approval

ATMPs v1ewiialFssozuarwiulunsifivdeyantendiinma 3 {ias
1nHTIUIUUDIFIFNATUDY Conditional Approval, Accelerated
Approval, Conditional and Time-Limired Approval

« Unmet medical need
Life-threatening disease
Phase II clinical trial
Post-approval clinical trial
Benefit over risk
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Conditional for Conditional Approval

WWundasaungrdniduerewaan (unmet medical need)

[#spulsavianineduiledrowse (life threatening diseases)

o fidioyadulszAnsniw uazauasadufifiunis@asimienidfinlu
szyzéiu (early phase clinical trial) figviuauuiindnsas ATMPs
A uUannsy wazlUssandininendayels

o Jundasun ATMPs filgszaznuauwiulunisninis@nesImigndin

Phase III suta§aanysal wafinuwiuliadnazadiunisinsinig

AatNauLaTaaNYsatazRawiun1sayaIanst gL A NgU U

7
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Conditional Approval

m*a‘a’tgngmmtﬁwuumﬁugﬂwu Standard Approval

%
h
X

Pre-Clinical Clinical Trial A Clinical Trial
Studies Phase |  Phase Il
y

/
y

Post-Approval
ATMPs Development Surveillance

(Phase V)

Exploratory and Confirmatory Clinical Trials

mseyanzidsunuuileuly Conditional Approval PRI
Conldit[ions Full MA

<7

A Post-Approval

Pre-Clinical Clinical Trial '\ Clinical Trial
ATMPs Development p Surveillance
Studies Phase | / Phase Il
4 (Phase 1V)
4
Exploratory Clinical Trials Confirmatory

Clinical Trials

MA - Marketing Authorization
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Foulvidasufi

A NAUAITANBINIIABTLNIULFTDFTNY T e
Srimnsldluaaruneiuna
lNEITNINVYIFIMU conditional approval
Patient registry

AAVIFTIYINU

(482U 51882 5yARINTIUTEAT AY)
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Hospital Exemption (HE)

NARSUNYadnsoLtaLiaf

o o LLWNNYFN
. : : UsenauIYIFWLIYNITH
minimal manipulation —— FUF
Tuaauweuna o o
and homologous use ATNINY
a8 Aeld
34.13(2) wsu. 80 UszNIFmNITLNII,
/ Usznie 8y 1 2564
LRI FOIUWYIUID DU oy Aald
ATMPs > T o
\ Tugauweiuna 11U LY aWIZIY W3Y 81 N.77 9611
WA OLTIWI Y {E]EJ Aeld wey &
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Conditional for Hospital Exemption

WWuwaenunyrgnduviewaal (unmet medical need)
[#spulsavsaninzduiledrouse (life threatening diseases)
Jundaimud ATMPs fignasoudmusugihganizsns (individual
prescription) waztflunisiesenwiadadlusduuuanizasid (non-
routine basis)

N3FednuLaEn1TUEINTY ATMPs davagnaldnisaiuunuvay

U I EeIULaY
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o SITANITIHNRATUNAWIZTFOIUNLIUS

o ARNINAIALLASLDNFITAIAVYIFINTY HE

« faeruAIwINYFanNYNII8NTIY

» Widoyaudgihuraufifihuazlanuduyansunissnms,

o $YiNTRETuTaTRnAY TI8IIUNTHER

o HUTIYIIUAITHENYT NITRAAINAIUINYADANY BOFITENIIUADL
NSTNAITIINITLLASY
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