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Real-world data (RWD) and real-world evidence (RWE) 
are playing an increasing role in health care decisions

• FDA uses RWD and RWE to monitor postmarket safety and adverse events
and to make regulatory decisions.

• The health care community is using these data to support coverage
decisions and to develop guidelines and decision support tools for use
in clinical practice.

• Medical product developers are using RWD and RWE to support clinical trial
designs (e.g., large simple trials, pragmatic clinical trials) and observational
studies to generate innovative, new treatment approaches.

US FDA. Real-World Evidence [EB/OL]. (2020-11-30) [2020-
07-21]. https://www.fda.gov/science-research/science-and-

research-special-topics/real-world-evidence.

https://www.fda.gov/science-research/science-and-research-special-topics/real-world-evidence


Ecosystem for clinical research data

• The adoption of data standards is one of the cornerstones
supporting the leverage of real world data

Real world 
data

Clinical research data

Standards for clinical data

Data governance

Data governance



Guideline for clinical trial data management in China

National Medicine and Production Administration. Technical 
guide for clinical trial data management. 

http://www.cde.org.cn/zdyz.do?method=largePage&id=20c3
cd5ea30a51f9

http://www.cde.org.cn/zdyz.do?method=largePage&id=20c3cd5ea30a51f9


Gaps from real world data to clinical research data

Jin F, Yao C, Yan X, et al. Gap between real-world data and clinical research 
within hospitals in China: a qualitative study. BMJ Open 2020;10:e038375.



How to solve this problem underlying cornerstones?

• Which standard for clinical research data?
• CDISC or others?

• Where begin?
• Information system of hospital?

• Special disease?



Disease 
selection

Develop CRF forms according to consensus 
of diagnosis and treatment for special disease 

Develop CDISC-CRF

Development of single disease RWD 
capture platform based on CDISC-CRF

Doctor check

Data in doubt?

Data missing?

Generate CDISC data operation model
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Quality of life 
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Select applicable diseases

• For this disease, whether there 
are major problems that need 
further study?

• For this disease, is there a clinical 
practice guideline or consensus 
for diagnosis and treatment?

• For this disease, is the framework 
feasible?

Diagnosis and treatment of Consensus
for Neuroblastoma



Develop CRF forms according to diagnosis and 
treatment of consensus for Neuroblastoma

Domain name Contents

Participants Inclusion and exclusion criteria

Informed consent

Randomization

Basic information Demography

Medical history

Vital signs

Physical examinations

Diagnosis Confirmed diagnosis of NB 

Therapy Medicine researched

Drugs combined in therapy

Non-drug therapy

Drug delivery

Surgery 

Radiotherapy

Follow-up Visiting time

Effective assessment of NB

Survival follow-up

Death information

primary lesion
metastatic lesion
Adverse events
Biomarks of NB
Morphological examination of 
bone marrow
Minimal bone marrow lesions
MIBG scaning
Electrocardiogram
Echocardiography
Hearing examination
Myocardial enzyme
Immunoglobulin 
Coagulation function
CD
CRP
Blood cell analysis
Serum biochemistry
Stool routine
Urine routine

End of research End of research 
End of therapy



Developing 
CDISC-CRF forms



Example of  
CDISC-CRF forms



Data capture platform for one disease based on 
CDISC-CRF



Online test for the data platform



A structured and standard real world data platform



Paper and Computer Software's Registration

Xiaoxia Peng*，et al. Chinese Journal of Epidemiology. 2021; 42(12): 2201-2207



Further goals





Thank You!


