
GenScript ProBioサービス概要－プラスミドからmRNAまで

IND BLA

市場

Pro Grade

Pro Grade

IND CMC GMPグレード

GMP Grade

BLA CMC

BLA CMC

GMP Grade

Clinical GMP GradeIND CMC

Pre-Clinical

プラスミド・
直鎖状DNA- 

mRNA - 

CMCワンストップソリューションのIND申請まで6ヶ月間でできる
プラスミド      直鎖状DNA      IVT-mRNA      mRNA-LNP

mRNAワクチン製造プロセス

T7 RNAポリメラーゼ

T7 RNAポリメラーゼ、
キャップアナログ

mRNA

ナノ粒子の成分
コレステロール、リン脂質、
PEG誘導体、カチオン性脂質

マイクロ流体ミックス

クロマトグ
ラフィー精製 

UF/DF

酵素キャッピング

共転写キャッピング

1 2 3 4

プラスミド    直鎖状DNA IVT-mRNA mRNA-LNP

非キャップ化
mRNA

キャップ化
mRNA

VCE
2´-O-Methyltransferase

mRNAプラスミドプラットフォーム

ポリA付きプラスミド用のプラットフォーム

Leading linearized DNA platform

50+  ongoing projects

10+ IND approved globally

 (US, China, Japan, Korea, etc.)

1st  BLA & commercial project  in China

mRNA Platform

IVT-mRNA: enzymatic and co-tran -
scriptional capping

encapsulation, encapsulation 

mRNA QC: comprehensive, in-house, 
compliant with the requirement in US, 
EU and CN

6-Month
One-stop Solution

for IND Filing

GenScript ProBio Service Overview – from Plasmid to mRNA
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6-Month One-stop Solution for IND Filing
Plasmid      Linearized DNA      IVT-mRNA      mRNA-LNP

mRNA Vaccine Manufacturing Process

T7 RNA Polymerase

T7 RNA Polymerase,
cap analog

mRNA

Nanoparticle component
Cholesterol, phospholipids,
PEG derivatives, cationic lipids

Chromatography 
puri�cation

UF/DF Micro�uidic mixing 

Enzymatic capping

co-transcriptional capping
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 Plasmid    Linearized DNA IVT-mRNA mRNA-LNP

Uncapped
mRNA

Capped
mRNA

mRNA Plasmid Platform

Platform for plasmid with Poly A

Leading linearized DNA platform

50+ ongoing projects

10+ IND approved globally

 (US, China, Japan, Korea, etc.)

1st BLA & commercial project in China

mRNA Platform

IVT-mRNA: enzymatic and co-tran-
scriptional capping

mRNA-LNP: micro�uidic
encapsulation, encapsulation 
e�ciency up to 99.7%

mRNA QC: comprehensive, in-house, 
compliant with the requirement in US, 
EU and CN

6-Month
One-stop Solution

for IND Filing

www.genscriptprobio.com

Plasmid & Linearized DNA

IVT-mRNA

mRNA-LNP

Enzymatic capping & co-tran-
scriptional capping (license in): 
capping e�ciency > 93%

Robust IVT process, high mRNA 
yield (up to 10g/L)

Customized puri cation process: 
recovery rate 40%-50%

Plasmid GMP Manufacturing

Clear source of strains and plasmid

Platform for plasmid with Poly A: 
(Poly A tail: 70 bp ~150 bp)
Plasmid batches in 100L scale

Linearized DNA GMP Manufacturing

>30 projects experience of linearized DNA

Various enzymes during manufacturing

High recovery rate: up to 80%
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Similar yields by using di�erent mRNA templates
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Stable manufacturing process with larger scales
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Universality: encapsulation e�ciency 82-99.7% Excellent nanoparticle characterization: size (70 - 85 nm), PDI (0.02 - 0.1)

6-Month One-stop Solution for IND Filing
Plasmid      Linearized DNA      IVT-mRNA      mRNA-LNP

Genscript ProBio USA Inc.

20 Kingsbridge Rd,

Piscataway, NJ 08854, USA

cdmo.us@genscriptprobio.com

cdmo.apac@genscriptprobio.com

cdmo.eu@genscriptprobio.com

Plasmid & Linearized DNA

IVT-mRNA

mRNA-LNP

Enzymatic capping & co-tran-
scriptional capping (license in): 
capping e�ciency > 93%

Robust IVT process, high mRNA 
yield (up to 10g/L)

Customized puri cation process: 
recovery rate 40%-50%

Plasmid GMP Manufacturing

Clear source of strains and plasmid

Platform for plasmid with Poly A: 
(Poly A tail: 70 bp ~150 bp)
Plasmid batches in 100L scale

Linearized DNA GMP Manufacturing

>30 projects experience of linearized DNA

Various enzymes during manufacturing

High recovery rate: up to 80%
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Universality: encapsulation e�ciency 82-99.7% Excellent nanoparticle characterization: size (70 - 85 nm), PDI (0.02 - 0.1)
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Platform for plasmid with Poly A: 
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Plasmid batches in 100L scale

Linearized DNA GMP Manufacturing

>30 projects experience of linearized DNA
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mRNA Plasmid Platform

Platform for plasmid with Poly A

Leading linearized DNA platform

50+ ongoing projects

10+ IND approved globally

 (US, China, Japan, Korea, etc.)

1st BLA & commercial project in China

mRNA Platform

IVT-mRNA: enzymatic and co-tran-
scriptional capping

mRNA-LNP: micro�uidic
encapsulation, encapsulation 
e�ciency up to 99.7%
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 Plasmid    Linearized DNA IVT-mRNA mRNA-LNP

Uncapped
mRNA

Capped
mRNA

mRNAプラスミドプラットフォーム
ポリA付きプラスミド用のプラットフォーム 
優れた直鎖状DNAプラットフォーム

mRNA-LNP：マイクロ流体カプセル化

mRNA品質管理：包括的、in-house、
アメリカ、ヨーロッパ、中国での要件に準拠

中国初のBLAおよび商業プロジェクト

（アメリカ、中国、日本、韓国、他）

50件を超える進行中のプロジェクト

世界で10件を超えるIND承認

 

mRNAプラットフォーム

IVT-mRNA：酵素および共転写キャッピング

CMC
ワンストップ
ソリューションの
IND申請まで
6ヶ月間でできる

www.genscriptprobio.com

Plasmid & Linearized DNA

IVT-mRNA

mRNA-LNP

Enzymatic capping & co-tran-
scriptional capping (license in): 
capping e�ciency > 93%

Robust IVT process, high mRNA 
yield (up to 10g/L)

Customized puri cation process: 
recovery rate 40%-50%

Plasmid GMP Manufacturing

Clear source of strains and plasmid

Platform for plasmid with Poly A: 
(Poly A tail: 70 bp ~150 bp)
Plasmid batches in 100L scale

Linearized DNA GMP Manufacturing

>30 projects experience of linearized DNA

Various enzymes during manufacturing

High recovery rate: up to 80%
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Universality: encapsulation e�ciency 82-99.7% Excellent nanoparticle characterization: size (70 - 85 nm), PDI (0.02 - 0.1)
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プラスミド・直鎖状DNA

IVT-mRNA

mRNA-LNP

 

 カスタマイズされた精製プロセス：
回収率40%～50%（2段階精製）

プラスミドのGMP製造
起源が明確な株とプラスミド
ポリA付きプラスミド用のプラットフォーム：
（ポリAテール：70 bp～150 bp）
100 Lスケールのプラスミドバッチ

直鎖状DNAのGMP製造
30件を超える、直鎖状DNAのプロジェクト経験
製造における様々な酵素に対応
高い回収率：最大80%
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82-99.7% Excellent nanoparticle characterization: size (70 - 85 nm), PDI (0.02 - 0.1)

〒101-0042 東京都千代田区神田東松下町48 ism神田4F

cdmo.jp@genscriptprobio.com

Plasmid & Linearized DNA

IVT-mRNA

mRNA-LNP

Enzymatic capping & co-tran-
scriptional capping (license in): 
capping e�ciency > 93%

Robust IVT process, high mRNA 
yield (up to 10g/L)

Customized puri cation process: 
recovery rate 40%-50%

Plasmid GMP Manufacturing

Clear source of strains and plasmid

Platform for plasmid with Poly A: 
(Poly A tail: 70 bp ~150 bp)
Plasmid batches in 100L scale

Linearized DNA GMP Manufacturing

>30 projects experience of linearized DNA

Various enzymes during manufacturing

High recovery rate: up to 80%
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Plasmid & Linearized DNA

IVT-mRNA

mRNA-LNP

Enzymatic capping & co-tran-
scriptional capping (license in): 
capping e�ciency > 93%

Robust IVT process, high mRNA 
yield (up to 10g/L)

Customized puri cation process: 
recovery rate 40%-50%

Plasmid GMP Manufacturing

Clear source of strains and plasmid

Platform for plasmid with Poly A: 
(Poly A tail: 70 bp ~150 bp)
Plasmid batches in 100L scale

Linearized DNA GMP Manufacturing

>30 projects experience of linearized DNA

Various enzymes during manufacturing

High recovery rate: up to 80%
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Universality: encapsulation e�ciency 82-99.7% Excellent nanoparticle characterization: size (70 - 85 nm), PDI (0.02 - 0.1)
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Plasmid & Linearized DNA

IVT-mRNA

mRNA-LNP

Enzymatic capping & co-tran-
scriptional capping (license in): 
capping e�ciency > 93%

Robust IVT process, high mRNA 
yield (up to 10g/L)

Customized puri cation process: 
recovery rate 40%-50%

Plasmid GMP Manufacturing

Clear source of strains and plasmid

Platform for plasmid with Poly A: 
(Poly A tail: 70 bp ~150 bp)
Plasmid batches in 100L scale

Linearized DNA GMP Manufacturing

>30 projects experience of linearized DNA

Various enzymes during manufacturing

High recovery rate: up to 80%
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Plasmid & Linearized DNA

IVT-mRNA

mRNA-LNP

Enzymatic capping & co-tran-
scriptional capping (license in): 
capping e�ciency > 93%

Robust IVT process, high mRNA 
yield (up to 10g/L)

Customized puri cation process: 
recovery rate 40%-50%

Plasmid GMP Manufacturing

Clear source of strains and plasmid

Platform for plasmid with Poly A: 
(Poly A tail: 70 bp ~150 bp)
Plasmid batches in 100L scale

Linearized DNA GMP Manufacturing

>30 projects experience of linearized DNA

Various enzymes during manufacturing

High recovery rate: up to 80%
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Plasmid & Linearized DNA

IVT-mRNA

mRNA-LNP

Enzymatic capping & co-tran-
scriptional capping (license in): 
capping e�ciency > 93%

Robust IVT process, high mRNA 
yield (up to 10g/L)

Customized puri cation process: 
recovery rate 40%-50%

Plasmid GMP Manufacturing

Clear source of strains and plasmid

Platform for plasmid with Poly A: 
(Poly A tail: 70 bp ~150 bp)
Plasmid batches in 100L scale

Linearized DNA GMP Manufacturing

>30 projects experience of linearized DNA

Various enzymes during manufacturing

High recovery rate: up to 80%
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Universality: encapsulation e�ciency 82-99.7% Excellent nanoparticle characterization: size (70 - 85 nm), PDI (0.02 - 0.1)
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Plasmid & Linearized DNA

IVT-mRNA

mRNA-LNP

Enzymatic capping & co-tran-
scriptional capping (license in): 
capping e�ciency > 93%

Robust IVT process, high mRNA 
yield (up to 10g/L)

Customized puri cation process: 
recovery rate 40%-50%

Plasmid GMP Manufacturing

Clear source of strains and plasmid

Platform for plasmid with Poly A: 
(Poly A tail: 70 bp ~150 bp)
Plasmid batches in 100L scale

Linearized DNA GMP Manufacturing

>30 projects experience of linearized DNA

Various enzymes during manufacturing

High recovery rate: up to 80%
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Plasmid & Linearized DNA

IVT-mRNA

mRNA-LNP

Enzymatic capping & co-tran-
scriptional capping (license in): 
capping e�ciency > 93%

Robust IVT process, high mRNA 
yield (up to 10g/L)

Customized puri cation process: 
recovery rate 40%-50%

Plasmid GMP Manufacturing

Clear source of strains and plasmid

Platform for plasmid with Poly A: 
(Poly A tail: 70 bp ~150 bp)
Plasmid batches in 100L scale

Linearized DNA GMP Manufacturing

>30 projects experience of linearized DNA

Various enzymes during manufacturing

High recovery rate: up to 80%
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Universality: encapsulation e�ciency 82-99.7% Excellent nanoparticle characterization: size (70 - 85 nm), PDI (0.02 - 0.1)
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GenScript ProBio Service Overview – from Plasmid to mRNA

IND BLA

Commercial

Pro Grade

Pro Grade

IND CMC GMP Grade

GMP Grade

BLA CMC

BLA CMC

GMP Grade

GMP Grade

GMPro Grade

Clinical GMP GradeIND CMC

Pre-Clinical

Plasmid &
Linearized DNA-  

mRNA

6-Month One-stop Solution for IND Filing
Plasmid      Linearized DNA      IVT-mRNA      mRNA-LNP

mRNA Vaccine Manufacturing Process

T7 RNA Polymerase

T7 RNA Polymerase,
cap analog

mRNA

Nanoparticle component
Cholesterol, phospholipids,
PEG derivatives, cationic lipids

Chromatography 
puri�cation

UF/DF Micro�uidic mixing 

Enzymatic capping

co-transcriptional capping

1 2 3 4

 Plasmid    Linearized DNA IVT-mRNA mRNA-LNP

Uncapped
mRNA

Capped
mRNA

mRNA Plasmid Platform

Platform for plasmid with Poly A

Leading linearized DNA platform

50+ ongoing projects

10+ IND approved globally

 (US, China, Japan, Korea, etc.)

1st BLA & commercial project in China

mRNA Platform

IVT-mRNA: enzymatic and co-tran-
scriptional capping

mRNA-LNP: micro�uidic
encapsulation, encapsulation 
e�ciency up to 99.7%

mRNA QC: comprehensive, in-house, 
compliant with the requirement in US, 
EU and CN

6-Month
One-stop Solution

for IND Filing

www.genscriptprobio.com

安定なカプセル化効率：最大99.7%

住所

連絡先

様々な製法に最適なユニバーサル
プラットフォーム

優れたCQA特性評価

より大きなスケールでも安定な製造プロセス

サイズ　70～90 nm
PDI < 0.2

スケールアップ時も、同様のLNPサイズとPDI 安定した封入効率
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Plasmid & Linearized DNA

IVT-mRNA

mRNA-LNP

Enzymatic capping & co-tran-
scriptional capping (license in): 
capping e�ciency > 93%

Robust IVT process, high mRNA 
yield (up to 10g/L)

Customized puri cation process: 
recovery rate 40%-50%

Plasmid GMP Manufacturing

Clear source of strains and plasmid

Platform for plasmid with Poly A: 
(Poly A tail: 70 bp ~150 bp)
Plasmid batches in 100L scale

Linearized DNA GMP Manufacturing

>30 projects experience of linearized DNA

Various enzymes during manufacturing

High recovery rate: up to 80%
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Universality: encapsulation e�ciency 82-99.7% Excellent nanoparticle characterization: size (70 - 85 nm), PDI (0.02 - 0.1)
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酵素キャッピングと共転写キャッピング

安定なIVTプロセス、高いmRNAの収量
（最大 10 g/L）

（ライセンスイン）：キャッピング効率90%、
  最大93%

異なるmRNAテンプレートの使用でも、同様の収量

収
量（
g/
L）

生
産
収
量（
g/
L）

サ
イ
ズ
 （
nm
）

PD
I

Plasmid & Linearized DNA

IVT-mRNA

mRNA-LNP

Enzymatic capping &  co-tran -
scriptional capping (license in): 
capping efficiency 90%, up to 93%

Robust IVT process, high mRNA 
yield (up to 10g/L )

 recovery rate 40%-50%
(Two-step purification)

Customized purification process：

Plasmid GMP Manufacturing

Clear source of strains and plasmid
Platform for plasmid with Poly A: 
(Poly A tail: 70 bp ~150 bp)
Plasmid batches in 100L scale

Linearized DNA GMP Manufacturing

>30 projects experience of linearized DNA
Various enzymes during manufacturing
High recovery rate: up to 80%
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82-99.7% Excellent nanoparticle characterization: size (70 - 85 nm), PDI (0.02 - 0.1)
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CMCワンストップソリューションのIND申請まで6ヶ月間でできる
プラスミド      直鎖状DNA      IVT-mRNA      mRNA-LNP


