
加速、指导和简化生物 
技术公司药物开发 



Your
challenges

Navigating complex
competitive, regulatory 
and reimbursement
landscapes

Managing complex
funding environment
and limited resources

Defining the right 
development
and post-launch path

Orchestrating increasing 
trial complexity and  
associated site burden

Applying the latest drug 
development innovations
to improve the likelihood of launch

The need to  
demonstrate
proof-of-concept

Identifying the  
optimal protocol 
design

Selecting the right sites  
for optimized
patient recruitment

助您取得重大医学突破，满足患者
用药需求。 

Parexel Biotech 致力于满足患者需求。许多突破型创新疗

法以及针对罕见疾病和未能得到治疗的疾病的疗法都来自

生物技术公司。我们拥有量身定制的生物技术解决方案，

可提供生物创新制药所需的基本服务，并有专业经验丰富

的领导者和资源支持。患者期待有更有效和耐受性更佳的

治疗方法，而我们的使命就是帮助您开发出这些疗法。从

制定开发策略、满足临床开发时间、优化产品和管线价值，

到轻松应对竞争、监管和报销环境，我们具备专业知识与

充满激情的团队，在为您带来成功的同时，也为患者提供

更好的医疗保障。 



Helping you deliver
medical breakthroughs.  
Because patients can’t wait. 

At Parexel Biotech, we focus on meeting your patients’ 
needs. The most critical and innovative new therapies, 
and those for rare and untreated diseases, are in the 
biotech pipeline. We have tailored biotech-specific 
solutions that connect essential services supported by
dedicated experienced leadership and resources. Patients 
are waiting for more effective and better-tolerated 
therapies and our mission is to help you deliver them. 
From development strategy, meeting clinical development 
timelines, optimizing product and pipeline value, to 
navigating competitive, regulatory and reimbursement 
landscapes, we connect essential capabilities with a 
passionate, can-do culture to bring success for you 
while delivering better healthcare for patients.

您面临的 
挑战 

管理复杂的 

筹资环境和有限资源 

确定正确的开发和

上市后路径 

协调日益增加的试验复
杂性及减轻相关的研究
中心负担 

应用最新的药物开发创新成果
来提高上市可能性 

需要证明 
概念验证 

选择合适的研究中心以，

优化患者招募 

应对复杂的 

竞争、监管和报销 
环境 

确定 

最佳方案设计 



考虑周全的计划有助您达成既定
目标 

尽早制定周全的计划至关重要。结合主要利益相关者、

投资者、监管机构、支付方、医生和患者的需求，便可

优化研发计划，从而节省时间和资源。我们能帮助您制

定研发计划，识别潜在风险并为您提供相应的风险规避

方案。 

Assign a dedicated point of 
contact to meet project timelines

Invest dedicated resources in 
emerging and mid-size sponsors

Deliver executive sponsorship 
to support ongoing success

Provide access to specialized 
resources from world-class experts, 
including former regulators

Develop an integrated, 
customized strategy to minimize 
complexity, accelerate timeliness 
and reduce fixed costs

Apply industry-leading 
translational medicine expertise*

Leverage adaptive, synthetic  
and/or flexible trial designs for 
maximum efficiency

Implement innovative patient-centric 
solutions** and the latest thinking 
around real-world data and evidence

* including quantitative clinical development, biomarkers and genomics (enabling delivery of precision medicine), and bioanalysis
** e.g., hybrid or virtual trials

We’ll help you reach your goals faster. How we do it:



A strong plan helps you  
hit your targets 

Smart, early planning is essential. Considering the needs 
of your key stakeholders, investors, regulators, payers, 
physicians and patients can optimize your development 
program to save time and resources. We’ll help you map 
out your development journey to identify potential risks 
and how to avoid them.

我们具备以下优势，将帮助您更快实现目标： 

指定专门的联系人，确保满足项

目的时间进度要求 

提供项目专属管理人员，协助您

持续取得成功 

投入专项资源给新兴以及中型生

物制药公司 

供包括前监管机构法规专家在内

的世界一流专业资源 

采用适应性、综合和 / 或灵活的

试验设计，最大程度地提高效率 

实施以患者为中心的创新解决方

案 **，并采用围绕真实数据和证

据的最新思维 

* 包括定量临床开发、生物标记物和基因组学（可提供精准医学专业知识）以及生物分析 

** 例如，混合或虚拟试验 

制定综合定制策略，最大程度地

降低复杂性、加快工作进度并减

少固定成本 

运 用 行 业 领 先 的 转 化 医 学 专 业 

知识 * 



Here’s what we can do:

Innovate and streamline  
your development program

Navigate therapeutic areas

Mitigate your risks

Give you strategic guidance

Extend your reach

Integrate your approach

我们提供灵活的指导与丰富的
经验

我们将全力以赴，助您让患者重获新生。 



We offer guidance and 
experience with flexibility

You’re driven by the goal to make life 
better for your patients. We’re here 
to help make sure that happens.

我们能够： 

为您提供策略性指导 

整合您的研发策略 

把握各治疗领域的关键 

降低您面临的风险 

创新简化您的开发计划 

助您探索更多可能 



Parexel has the expertise to  
guide you to make the most 
of this growing market

170%

179%

81%

Source: 1. GXDB – Data 2012-2018 (Project: Clinical studies only)

60+ former regulators from around the world

1,000+ regulatory experts, 110 countries covered

100+ marketing applications and submissions (NDA, 
BLA, ANDA, MAA, JNDA, 501(k), etc.) per year

Health Advances: 25 years, 2500 projects, 
140 employees, $75 billion of client transactions

652 studies, incorporating 135K+ patients and 
15K+ sites1

80+ meetings with global Regulatory Authorities 
(FDA, EMA, PMDA, NMPA, etc.) per year

生物技术领域发展迅速、竞争激烈 

研发管线逐年增长…1 

2001 年至 2019 年期间，研发管线
中药物数量的增长率 

生物技术领域获得的投资也在不断增加 2 

2001 年至 2019 年间，通过风险融资投资的金额
增长率 

2019 年生物技术药物份额占整个管线的百分比 

来源：1. Citeline 年度报告，2019 年 3 月。2. 2010-2019 年全球风险融资。 



Biotech is a fast-growing, 
competitive environment 

170%

179%

81%

increase in number of drugs in R&D 
pipeline between 2001 and 2019

increase in amount invested via venture 
financing between 2001 and 2019

biotech’s share of the overall pipeline in 2019

The R&D pipeline keeps on growing, year on year...1

…and investment in biotech is growing2

Sources: 1. Citeline Annual Report, March 2019. 2. Venture Financing WW 2010-2019. 

Parexel 有着丰富的专业知识，
可指导您在这一不断发展的市场
披荆斩棘，屡创高峰 

60 多名来自世界各地的前监管机构法规专家

1,000 多名法规专家，遍布 110 个国家 / 地区 

每年提交 100 多份上市申请和申报（NDA、BLA、
ANDA、MAA、JNDA、501(k) 等） 

Health Advances： 借 助 25 年 的 丰 富 经 验， 开 展 

2500 个项目，旗下 140 名员工，客户交易额高达 

750 亿美元 

参与 652 项研究，包括服务 13.5 万余名患者和超过 

1.5 万个研究中心 1 

每 年 与 全 球 监 管 机 构（FDA、EMA、PMDA、
NMPA 等）举行 80 多次会议 

来源：1. GXDB–2012-2018 数据（项目：仅临床研究）



Parexel Biotech Culture: making a difference for patients – With Heart

Integrated Delivery Model: one Team – one Voice – one Vision – one Parexel

Project  
Level

Account  
Level

Project  
Leader

Client Delivery
Director

Parexel Biotech Operating Model

Dedicated 
Leadership

Dedicated 
Resources

Lean Operational 
Structure

Flexible  
Processes

Like our hearts, our offices are in the right places

 �Asia�Pacific
20+ offices 
8,000+ employees

 �Europe
30+ offices 
5,500+ employees

 �Latin�America
3+ offices 
600+ employees

 �Middle�East�&�Africa
5+ offices 
400+ employees

 �North�America 
10+ offices 
3,500+ employees

Our operating model

We tailor our services for you, keeping our operational structure lean 
and our processes flexible, to reduce cost and improve efficiency.

我们将竭尽所能，助您解决各
个阶段所面临的挑战 

如今，要将一个药物分子上市，比以往任何时候都

更加困难且花费更高。严峻的现实让一些有价值

的药物永远无法到达有需要的患者手中。为此，

Parexel Biotech 着重于通过简化和加快开发进程来

降低新药的成本。

尽管前路漫漫，但我们已取得了
一些突破： 

12% 
更快的启动速度 

从方案定稿到首个研究中心启动，

启动速度比其他 CRO 更快 * 

13% 
更短的研发周期 

从方案定稿到数据库锁定，研发周

期比行业平均水平更短 * 

9% 
更短的交付时间 

从数据库锁定到临床研究报告批准，

交付时间比行业平均水平更快 * 

高达 

20% 
的效率提升 

在为药物分子搭建证据平台的同

时发现新的价值机会，效率更高

* 

* 来源：KMR 集团 – 临床集团 2015-2017。 



We’ll put our heart and soul 
into helping you solve your
challenges – at every step

It’s now more difficult and expensive than ever to 
get a molecule to market. A tragic fact that means 
some worthy drugs never make it to the patients 
who need them. That’s why at Parexel Biotech, we 
focus on finding ways to simplify and speed up 
development in order to reduce costs.

*Source: KMR Group – Clinical Group 2015-2017.

While there’s always more to do, 
here’s how we’re doing so far:

9%
faster turnaround times

than industry average from database 
lock to clinical study report approval*

12%
faster start-up

than other CROs from final protocol 
available to first site initiated*

20%
efficiency generated

in developing evidence platforms 
for compounds while identifying 

new value opportunities*

Up to

13%
shorter cycle

than industry average from final 
protocol available to database lock*

我们的运营模式 

我们可为您量身定制服务，保持精简的运营结构和灵活的流程， 

从而助您降低成本并提高效率。 

专属管理人员

Parexel Biotech 运营模式 

专用资源 精简运营结构 灵活流程

综合交付模式：同一个团队 - 同一种声音 - 同一个信念 - 同一个 Parexel 

项目层面 项目负责人 客户层面 客户交付总监

Parexel Biotech 文化：用心改善患者生活 

我们的办事处也会适时提供适当的支持 

亚太地区 
20 多个办事处 
8,000 多名员工 

欧洲 
30 多个办事处 
5,500 多名员工 

拉丁美洲
超过 3 个办事处 
600 多名员工 

中东和非洲
超过 5 个办事处 
400 多名员工 

北美洲 
10 多个办事处 
3,500 多名员工 



欢迎您随时前来洽谈 

如欲详细了解 Parexel Biotech 的服务，请联系：
Parexel International Corporation 

275 Grove St., Suite 101C, Newton, MA 02466

+1 978 313 3900

info@parexel.com

办事处遍布欧洲、亚洲和美洲

欲了解更多请访问 www.parexel.com

致信 apac@parexel.com

或关注微信公众号 Parexel
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