
細胞和基因治療
研究與製造的最佳解決方案

制定研究與品質管控試劑的標準超過 40年

值得信賴的生命科學研究試劑

Bio-Techne是專注於生命科學研究、工業製造和

臨床診斷的試劑供應商。旗下產品分為 Protein 
Sciences及 Diagnostics & Genomics兩大類，核

心產品涵蓋了細胞與基因治療領域中研究與製造的

各個階段，提供最佳的解決方案。

Protein
超過 5000種
涵蓋 35個物種

Small Molecules
超過 4500種的化學工具，適用於癌症、

幹細胞、神經科學、免疫學研究及目標蛋

白降解等，並提供小分子化合物庫產品。

Cell Culture Essentials
一站式GMP等級的細胞培養系列產品

Stem Cells & 3D Models
幹細胞和類器官培養、分化、驗證的試劑套組

ELISAs
業界黃金標準

Antibodies
超過 26000種

產品特色

■研究最前線：獨家授權的研究工具及生化標準

■高品質保證：高純度 & ISO 9001 認證
■所有生物活性均有文獻佐證
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In the cell therapy space, GMP ancillary materials include 
cytokines and growth factors used as culture supplements 
to make cell-based medicines. The success of a cell therapy 
can depend on the quality and consistency of supply of these 
ancillary materials, making the choice of supplier a crucial 
decision to get right.

Effective partnering is central to ensuring end-us ers’ primary 
considerations of patient safety, lot-to-lot consistency, and 
supply chain reliability are ad dressed. Relationships with 
suppliers must be more than transactional. 

A smooth transition into clinical production can be facil itated 
by integrating RUO-grade cytokines with equiv alent GMP-
grade options early in discovery (FIGURE 1).

Key Considerations 
for Cytokine 
Supplier Selection 
for Cell Therapies
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FIGURE 1. Equivalent bioactivity with RUO, animal-free preclinical, and GMP 
grades of Bio-Techne’s IL-2 cytokine as measured in cell proliferation assays. 
RUO, animal-free preclinical, and GMP grades of human IL-2 (blue, orange, 
green, respectively).

CONSISTENCY 

Cytokines and growth factors are inherently prone to 
variability, due to their origins in biological systems. 
Partnering with the right suppliers will help to main tain 
production consistency throughout the lifecycle of a product. 
Spanning lots is almost inevitable, so to ensure consistency 
in cell culture, data from at least three past lots should be 
observed to confirm lot-to-lot consistency. If possible, testing 
material from three separate lots to examine the consistency 
in data (FIG URE 2) should be performed. 

Controlling for assay variability can be managed us ing 
master control lots. These master control lots are tested with 
each new lot and should have identical activity every time. 
Variation in the activity of the known control is indicative of 
variability in the assay itself. 
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RUO至GMP等級的無縫接軌SUPPLY CHAIN 

Planning early and anticipating late-stage require ments 
will help to avoid disruptive changes later. En suring that 
a supplier can meet your needs through later stage trials 
and commercialization requires a few considerations. First, 
lot size, including history of lot size, lot-to-lot consistency 
and past stability data should be queried. A master supply 
agreement can give the supplier visibility of the client’s 
needs, whilst also giving the client confidence that material 
will be available when required. Considering a secondary 
supplier will also decrease risk. These considerations should 
be made early on to avoid the necessity of significant changes 
to critical raw materials, like cyto kines and growth factors, 
mid-stream. 
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GMP CUSTOM SERVICES

Since you have optimized your cell manufacturing process 
for your desired outcome, we will work with you to develop 
and deliver GMP raw materials and services that meet your 
specifications. We can provide customized vialing as well as 
construct design, formulation, and quality control analysis. 
With a dedicated project manager, our expert scientists, 
quality assurance team, and world-class technical support, 
we will deliver solutions exactly tailored to bring you success 
faster and more economically. 
 
Read the following Case Study to learn about how Bio-Techne 
can support your cell therapy manufacturing process with 
customized GMP cytokines.
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FIGURE 2. Bioactivity assays using IL-7 (A), IL-15 (B), and IL-2 (C) from three 
separate bulk lots. The bioactivity curves are overlapping, suggesting that 
spanning lots with these particular proteins would not affect the cell culture 
consistency.

Read Case Study  |
bio-techne.com/gmp-proteins/
ruo-gmp-protein-case-study

R&D Systems™    Novus Biologicals™    Tocris Bioscience™    ProteinSimple™    ACD™ 

Trademarks and 
registered trademarks 

are the  property of their 
respective owners. 

Contact Us

Recombinant Protein
選擇合適的輔助性材料 (AM)與供應商是一個至關重要的決策。Bio-Techne提供的產品包
括細胞因子、生長因子、腫瘤免疫學相關蛋白、無動物成分& GMP等級蛋白及客製化服務。

嚴格的品管檢驗標準，能確保 R&D System®的產品在生物活性、純度、內毒素含量等達

到批次一致性。

Equivalent bioactivity with RUO, animal-free preclinical, and GMP grades of Bio-
Techne's IL-2 cytokine as measured in cell proliferation assays. RUO, animal-free 
preclinical, and GMP grades of human IL-2 (blue, orange, green, respectively).

Bioactivity assays using IL-2 from three separate bulk lots. The bioactivity 
curves are overlapping, suggesting that spanning lots with these particular 
proteins would not affect the cell culture consistency.

熱賣商品推薦

KIT Quantikine ELISA Quantikine QuicKit Quantikine HS ELISA DuoSet ELISAs
Format 96-well plate 96-well plate 96-well plate Flexible
Benefit 文獻數最多&低 CV值 偵測時間最短 靈敏度最高　 經濟實惠的彈性方案　

Sample Volume (uL) 10-200 50 10-200 100
Number of Analytes 1 1 1 1

Assay Time 3-5 hours 90 Minutes 4-4.5 hours 20 hours

Pre-coated Yes Yes Yes No
(建議搭配DuoSet™ ELISA Ancillary Reagent Kit)
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Quantikine® HS (High Sensitivity) Colorimetric Sandwich  
ELISA Kit 
Quantikine HS ELISA Kits are complete assays generally used when very low levels of the target protein are 
expected. These kits utilize distinct protocols to achieve their impressive levels of analyte detection. Two 
different	amplification	systems	are	available.

NEW 
Quantikine® QuicKit Colorimetric Sandwich ELISA Kits
QuicKit ELISAs allow for rapid quantitation of target protein in only 90 minutes. With a shortened protocol 
and only one wash step, these ready-to-use kits allow you to accomplish more in your day, while getting 
the same quality of a Quantikine ELISA.

Quantikine® IVD Colorimetric ELISA Kits
Quantikine IVD (in vitro diagnostic) ELISA Kits are complete ready-to-run ELISA kits that have been 510(k) 
cleared for in vitro diagnostic use.

QuantiGlo® Chemiluminescent Sandwich ELISA Kits
QuantiGlo ELISA Kits use a chemiluminescent substrate for analyte detection and require a luminometer for 
output reading. These kits have a broad dynamic range in comparison to standard colorimetric immunoassays.

Parameter Colorimetric Competitive ELISAs 
Parameter ELISA kits are complete microplate-based assays designed to accurately measure the levels of 
small molecules using the competitive ELISA format.

The Citation Pack Leader: Quantikine® ELISAs

Kit Components
• Pre-coated 96-well Microplate

• Conjugated Detection Antibody

• Calibrated Immunoassay 
Standard

• Assay Diluent

• Calibrator Diluent(s)

• Wash Buffer

• Color Reagent A and B

• Stop Solution

• Plate Sealers

Quantikine Colorimetric Sandwich ELISA Kits
Quantikine ELISA Kits are complete, ready-to-use kits that represent the gold standard in single analyte 
detection. Kits are available for measuring a wide range of molecules including cytokines, chemokines, 
growth factors, proteases, and more.

Quantikine®系列 DIY方案：DuoSet®

ELISAs
輔助性材料 (Ancillary materials, AM)是細胞與基因治療產品生產過程中用於加工、純化且

不存在於最終產品的輔助劑，往往會影響最終產品的關鍵品質屬性，因此其品質管控也是

製程中重要的一環。根據USP<1043>，ELISA是檢測輔助性材料殘留量的常用方法之一。

全系列
目標分析物

超過 700種 

( 12個物種 )

重組及天然

活性蛋白涵蓋

35個物種

RUO GMPAnimal-free

業界
黃金標準

高
效能

高
穩定性 彈性高
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Learn more | rndsystems.com/elisas

The DIY Solution: DuoSet® ELISAs

DuoSet Development Systems
DuoSet ELISA Development Systems contain the basic components  required to develop a sandwich 
immunoassay	for	accurately	measuring	analytes	in	biological	fluids.	When	complete	kits	are	not	an	option,	
DuoSet ELISA Development Systems are an economical alternative to buying separate antibodies and 
protein standards.

DuoSet IC (Intracellular) Assay Development Systems
DuoSet IC ELISA Reagents are sensitive and convenient assays used to measure intracellular protein levels 
in cell lysates.R&D Systems DuoSet IC assays measure kinases, apoptosis-related and genotoxic stress 
proteins, heat shock proteins, and more. These signal transduction assays make an excellent alternative to 
Western	blot,	especially	when	used	in	combination	with	R&D	Systems	DuoSet	IC	Phospho-specific	ELISAs.

DuoSet	IC	(Intracellular)	Phospho-specific	 
ELISA Development Systems
The	DuoSet	IC	Phospho-specific	ELISA	format	is	a	sensitive	and	convenient	phosphorylation	assay	for	use	
with	cell	lysates.	Extensive	validation	work	is	done	in-house	to	ensure	specificity.	These	signal	transduction	
assays are an excellent alternative to Western blot, especially when used in combination with DuoSet IC 
ELISAs designed to measure the levels of total protein.

Kit Components
• capture antibody

• biotinylated detection antibody

• mass-calibrated standard

• streptavidin-HRP

• detailed protocol
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Accelerate	your	Biomarker	discovery	and	qualification	 
with the full support of the R&D Systems  
ELISA development team.

•Novel Target ELISA Development'

•New	Sample	Type	Qualification

•New	Species	Qualification

•DuoSet Serum or Plasma Optimization

•Modification	of	Existing	Kit	Contents	and	Sizes

Learn more  |  www.rndsystems.com/services/assay-production-custom-development-services

批次穩定性高
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