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Now the health care data become the most important assets 

Source： 德勤 2022生命科学与医疗行业预测 2017.11

Source： 德勤 2022生命科学与医疗行业预测 2017.11
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RWE is valued in full lifecycle of drugs 
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In addition, the use of RWE to provide market insights into phases II and III of drugs can further expand the scope of their indications.
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Precise Clinical Trial Management
—Top SOP management combined with AI

Optimal IND Application, Clinical Development Strategy 
and Clinical Trial Design—Based on RWS

Excellent Drug 
Develop Strategy

 Optimal clinical 
development strategy

 Special design for 
conditional approval

Optimized IND Application

 HLT Medical Resources
 Optimal INDApproval 

Pathway

Effective SOP Management
（CRO SERVICE）

Efficient Quality 
Management

（SMO SERVICE）
 Intelligent patient recruitment
 Intelligent Patient Visit 

Management
 Intelligent AE Discovery and 

Immediate Processing
 Intelligent Violation Warning
 Intelligent On SiteData pre-

processing

Feasibility Study
and Optimization

 Feasibility study based on RWD
 Optimize implementation plan
 Quick Site Selection and patient 

Enrollment process
 Optimal Study Start up pathway

 Patient Recruitment and 
enrollment

 Risk Preparedness and Rapid 
Response Mechanism

 Electronic full Task Management
 Real-timeRBMmanagement

Optimal Clinical Trial
PROTOCOL DESIGN

 One-stop Test Design for Safety, 
Effectiveness and Risk-Benefit 
Assessment；

 Real-world insight combined with 
quantitative pharmacology to 
optimize dosage and subgroup to 
improve success rate.

Cooperative Medical 
Network

Core diagnostic and 
therapeutic data

Clinical trials and Scientific 
Research Service Partners

Medical Expert Network & 
Industry Associations

Disease Model and 
Patients model

DPAP SYSTEM Cooperative Medical Network+PPD CRO SOPS

For innovative pharmaceutical companies, we focus on helping them accelerate the 
clinical development of innovative drugs

Effectively help clinical research sponsors and researchers to feasibly improve research efficiency and quality 
 Evidence Based Design: Unique in China -have success examples based on evidence Combining with structured RWD and prospective data for R&D 

 High Quality & Efficiency : Promote 50-60% efficiency & 20-30% quality 

 Empowering Manpower : Reduce70% of  CRC & CRA ‘s data processing cost

 Service Based on Highly Detailed SOP : Resolve questions effectively
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RWD Help NMPA to Accept a Better DDPLAN
A
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RWD Help NMPA to Accept a Better DDPLAN

A new bio-new drug cooperation case (FOR REFERENCE ONLY) 

Note: 
The assessment on this page is an estimation based on the above test sample hypothesis and the general test completion time. The specific cost savings can only be evaluated in detail after the PRE-IND meeting according to the optimized clinical pathway approved by CDE. 

Phase III Clinical Trial
(150 effective cases)

Phase I Clinical Trial
First-in-class New Drug 

Declaration
(Standard Method)

The best method after 
HLT optimization 

(without Phase III)

Optimized method after 
HLT optimization 
(Reduce Phase III 
control samples)

Clinical Development Path Time (Estimated)

Phase III Clinical Trial
(300 effective cases)

Phase II Clinical Trial
(100 effective cases)

Phase I: 1~1.5 years
Phase II: 1.5~2 years
Phase III: 3~4 years

Phase I Clinical Trial
(50 effective cases)

 Real world studies
 Pre-IND meeting tries to omit Phase III clinical trial (enter the market 

based on the results of Phase II clinical trial)

Enter the market under certain circumstances; reduce the costs of Phase III 
clinical trial 

(Accurate selection of indications, excellent treatment effects)

Phase I Clinical Trial

 Real world studies
 Pre-IND meeting tries to reduce the control samples of Phase 

III clinical trial 

Optimized Phase III plan,
Reduce sample costs

Time saved by Phase II 
patient enrollment
optimization of RWS: 
about 0.5 years

Time saved by skipping 
Phase III: 3~4 years

Costs saved by skipping 
Phase III: 300 cases * (RMB 
100,000 ~ 200,000 
yuan/case) 

Costs saved by Phase III 
cases reduction: 150 cases 
* (RMB 100,000 ~ 200,000 
yuan/case) 

Time saved by Phase II 
patient enrollment
optimization of RWS: 
about 0.5 years

Time saved by Phase III 
cases reduction: 1~2 years 

Phase II/III Clinical Trial
(100 effective cases)

Phase II Clinical Trial
(100 effective cases)

Costs (Estimated)

A
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Case: Optimize patient enrollment plans and accelerate enrollment based on Real-World Data

Prediction of patients enrollment
for Tumor Drug XXX Phase III clinical trial 

Note: The above examples are for illustrative purposes only and the results may vary.

Improve patient enrollment speed by

60%

0.29

0.46

0

0.1

0.2

0.3

0.4

0.5

Traditional New Generation

Predicted number of people enrolled in the 
center per month

0.5~0.7

1.2~1.5

B
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Ever since January 1, 2016, the number of triple negative breast cancer patients from Second-
line to Third-line therapy who meet the enrolment conditions Enrollment Strategy

1. First of all, when the TNBC patients who had 
received third-line treatment before 2016 are not 
included, there are 71 patients who have entered 
the third-line treatment from second-line 
treatment during 2016-2018. Besides, there are 47 
patients still in the second-line treatment who 
have the chance to be enrolled 

2. Secondly,since there are patients who had 
entered the third-line treatment before 2016, 
there are still 152 people who are likely be still 
alive and are still being treated, some of whom 
can be recalled through a return visit

Case: Optimize patient enrollment plans and accelerate enrollment based on Real-World Data

118

152

Start third-line treatment after 2016

2010-2015 (12/31) Already in the third-line treatment
(need to view the cases one by one)
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2016Q1 2016Q2 2016Q3 2016Q4 2017Q1 2017Q2 2017Q3 2017Q4 2018Q1
Currently in second-line treatment
Currently in third-line treatment or more severe
Total potential target patients

B
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Age

IDH2 Mutated

Adequate Physical Situation

FAB Type

Prior Disorders / Complication

IDH2 Tested

Relapse / Refractory (RR)

Diagnosed

Patient Flow Chart

 Young patients under 18-yr-old

 No IDH2 test is prescribed to patients

 IDH2 tested, but no available results / reports are 
returned

 Reported as negative mutation

 <2 cycles of evaluable induction Tx
 Dead
 CR by now

 ECOG>=3 or data missing
 Inadequate liver / kidney function

 AML-M3 patients

 Secondary to CML / MPN; CNS Leukemia; GVHD; 
HIV/HBV/HCV infection; Long-QT

~6,000

~5,000

~2,000

~100

~20

~10

~10

~5

~5

Patient No.

Illustrative
Key Issues Behind 

Patient Leakage

Diagnosed AML patient (prevalent)

Adult Patients (>=18 yrs)

Underwent IDH2 Test

Positive IDH2 Mutation

Alive and Relapsed / Refractory

ECOG<3 and of adequate organ function 
(e.g. liver, kidney)

Not M3

Limited prior disorders and 
complications
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Case: Optimize patient enrollment plans and accelerate enrollment based on Real-
World Data

C
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Incl./excl. criteria logic tree built up as algorithmLeakage point identification

From “eligible” to “reachable” Practical operation process

C Case: Optimize patient enrollment plans and accelerate enrollment based on Real-
World Data
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Case: Through Real-World Data analysis, and combined with PK-PD model, in 
the dynamic clinical trial design, more accurate positioning of the population 
and dose groups will raise test success rate

Stage A:
New drug X doses climbing for

Chinese patients in Phase Ia

Dose 1 

Stage B:

Dose exploration for efficacy 
safety in Phase Ib/II

Stage C:

Use RWS evidence as a historical 
control to reduce placebo control

Dose 1 

Dose 1 

Dose 2 Dose 3 Dose 4 

Dose 2 Dose 3 

Complete

Complete

Dose 2 

Standard Treatment +
New Drug x Dose A

Standard Treatment +
New Drug x Dose B

Standard Treatment +
Placebo

Historical RWS Baseline 
Evidence

PK-PD data Real world baseline

Dose 4 

D
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HLT--Faster，Cheaper，Better

Network hospital
Covering nearly 100 top hospital 

networks in 22 provinces

Massive Expert Resources
It covers more than 100,000 

clinicians.More than 200 
academicians and chairman experts

Medical Data Integration 
and Processing

Leading Artificial Intelligence 
TechnologyProcessing Massive 

Core Medical Data

 Clinical Research ：
• Pre-clinical trial: evaluation of clinical trials design, pre-

experiment, selection of center and PI, recruitment of 
intelligent patients

• In clinical trials: project management, clinical trials data 
collection, report management, adverse event management

HLT Helps Pharmaceutical Enterprises R＆D

1. Explore a previously non-existent clinical pathway

2. Improving the Efficiency and Success of Clinical Trials

• Reform with CFDA
• Combining strong registration strategy-making capabilities
• Evidence Based on China's Real World
• Explore a new clinical approach and approval method （adaptive approval)

• Upgraded version feasibility study and protocol optimization based on real 
world and industry experience

• Process management based on the real world and eGCP to reduce patient 
dropout rate and data error rate
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HLT--Faster，Cheaper，Better

整体管理 PM ↓ 5% 成本

Integrated management PM ↓ 5% Cost

Patient recruitment CRO ↑ Faster recruitment
↓ Reducing clinical procedures

EDC Automatic input CRC ↓ 35% Cost

Remote SDV Management
CRA ↓ 5% Travel, site visit  Cost

DM ↓ 15% Workload

+ +HLT iClinicalTrial EDC CRO/SMO
Cooperation
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HLT provides dedicated overall solution for medicine sector
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HLT Pharma：Leader of Innovative Solution for Healthcare

HLT Pharma is a company of HLT Group, We are committed to apply leading big data science and artificial intelligence technology to the 

management of drug life cycle services and pre- and post-patient treatment，It will help enterprises to develop new drugs and rational use of 

drugs, accelerate the listing of high-quality drugs, improve the safety and effectiveness of drugs in the course of diagnosis and treatment, 

supervise the safety of drugs after listing, and benefit patients, medical institutions, pharmaceutical companies and social health，is a Leader of 

Innovative Solution for Healthcare. 



Thanks! 
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