
Appendix 1:  

List of Institutions:  

Hospitals:  

1. Peking University People’s Hospital, Beijing, Beijing, China 

2. Peking University First Hospital, Beijing, Beijing, China 

3. First Teaching Hospital of Tianjin University of Traditional Chinese Medicine, Tianjin, 

Tianjin, China 

4. Hainan General Hospital, Haikou, Hainan, China 

5. Boao Evergrande International Hospital, Boao, Hainan, China  

6. Boao Super Hospital, Boao, Hainan, China 

7. Boao Yiling Lifecare Center, Hainan, China  

8. Boao Worldlight Hospital, Hainan, China 

 

Hospital System Vendors:  

1. Haitai International 

2. Goodwill 

3. Winning Health  

4. Orion Health Rhapsody 

 

Big Data Companies:  

1. Yiducloud  

2. Digital Health China Technologies 

3. Inspur 

 

Pharmaceutical Companies:  

1. Pfizer 

2. Tigermed 

3. AstraZeneca 

4. Bristol-Meyers Squibb 

5. Johnson & Johnson 

6. BeiGene 

 

Regulatory Institutions:  

1. China National Health Development Research Center 

2. National Medical Products Administration 

3. China Center for Food and Drug International Exchange 

4. Hainan Boao Lecheng International Medical Tourism Pilot Zone Administration 
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Appendix 2:  

Interview Guide:  

 

Hospital:  

1. This interview will be recorded and used in a qualitative study, your identity will be 

concealed to protect your privacy, do we have your full consent in this interview and have 

your signed information consent form?  

2. Describe your role and experience facilitating clinical research at the Hospital? 

3. What are the motivating goals of clinical research?  

4. How do you determine the data needed for your research? What are the barriers and 

recommendations?  

5. Do you think that electronic medical records or routine care data at the hospital are enough 

to accomplish your research?  What are the barriers and recommendations? 

6. How do you use data standards to aggregate and store all data from different hospital 

systems? What are the barriers and recommendations?  

7. What data standards are used and how do you implement data standards during routine data 

collection? What are the barriers and recommendations? 

8. What areas in your clinical research process do you have to rely on external vendors to help 

you standardize the data and how have you evaluated their data standardization process? 

What are the barriers and recommendations? 

9. How are data standards used to share medical records inside and outside of the hospital? 

What are the barriers and recommendations? 

10. Beyond clinical research, have you standardized your data for other purposes? 

 

Big Data:   

 

1. This interview will be recorded and used in a qualitative study, your identity will be 

concealed to protect your privacy, do we have your full consent in this interview and have 

your signed information consent form?  

2. Describe your role and experience handling data at the company? 

3. Describe your interaction with clients that want to utilize your service for clinical research?  

4. What type of standards are your clients required to fulfill?   

5. How do you use data standards to organize and aggregate source data? What are the barriers 

and recommendations?  

6. How do you use data standards when you transform source data into research datasets? 

What are the barriers and recommendations? 

7. What methods are used to standard source data for clinical research? What are the barriers 

and recommendations? 

8. How do you track and evaluate the quality of the data transformation process? What are the 

barriers and recommendations? 

9. How do you manage the variety of standards that are published? What are the barriers and 

recommendations?   

10. How do you manage the different research projects that need to use real world data? What 

are the barriers and recommendations?  

 

Hospital System Vendor:  
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1. This interview will be recorded and used in a qualitative study, your identity will be 

concealed to protect your privacy, do we have your full consent in this interview and have 

your signed information consent form?  

2. Describe your role and experience developing hospital systems? What type of systems does 

your company produce?  

3. What is behind the motivation for hospitals to use data standards?  

4. Describe the data standards that are used for hospital systems?  

5. How are data standards implemented and customized for the hospital? What are the barriers 

and recommendations? 

6. How do you use data standards to improve internal and external communication at the 

hospital? What are the barriers and recommendations? 

 

Medical Products Company: 

 

1. This interview will be recorded and used in a qualitative study, your identity will be 

concealed to protect your privacy, do we have your full consent in this interview and have 

your signed information consent form?  

2. Describe your role and experience in using real world data for clinical research? What types 

of real-world data do you use as source data for your studies?  

3. How do you obtain or access real world data?  

4. How does the process of sourcing real world data differ from the traditional data collection 

for clinical research the most?  

5. What standards are used for real world data? 

6. What data standards would you like to see used for real world data? 

7. What standardization methods for real world data are used to produce research data? What 

are the barriers and recommendations? 

8. How do you check whether the data is reliable and what types of data do you think are most 

reliable? What are the barriers and recommendations? 

9. Does real world data meet your research needs? What are the barriers and 

recommendations?  

10. Given regulatory consideration for the usage of real-world data for clinical research, what 

do you see as the problems in the current methods used to standardize data? What are some 

recommendations? 

 

Regulatory:  

 

1. This interview will be recorded and used in a qualitative study, your identity will be 

concealed to protect your privacy, do we have your full consent in this interview and have 

your signed information consent form?  

2. Describe your role and experience in regulating real world studies? What types of real-

world data do you see used as source data for these studies?  

3. What are the common characteristics of clinical studies using real world data do you often 

see (study design, phase, purpose)?  

4. How is real world data used to support regulatory decision making?  
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5. How does the process of sourcing real world data differ from the traditional data collection 

for clinical research the most?  

6. What standards are used for existing real-world data? 

7. What data standards are necessary for the submission of real-world data used to gain 

product approval?  

8. How can the standardization of real-world data for clinical research meet regulatory 

expectations? What are the barriers and recommendations?   

9. How can we establish a real-world data platform that can be used for clinical research that 

can benefit the most stakeholders in China? What are the barriers and recommendations?  
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Appendix 3:  

General Categories for Interview Questions:  

 

General 

Category  

Hospital Hospital 

System 

Vendor 

Big Data 

Company 

Medical 

Products 

Company 

Regulatory 

Department 

Privacy and 

Information 

Consent 

Statement 

1 1 1 1 1 

Experience 

and aim 

when using 

RWD for 

clinical 

research 

2,3,10 2,3 2,3 2,3,4 2,3,4,5 

Relevant 

RWD 

Standards 

7 4 4,9 5,6 6,7 

RWD 

relevance for 

clinical 

research 

4,5 
 

10 8,9 9 

Standardizati

on of RWD 

at source 

6,7,9 5,6 5 
  

Standardizati

on of RWD 

for clinical 

research 

8 
 

6,7 7 
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Reliability of 

RWD 

Standardizati

on for 

clinical 

research 

8 
 

8 8,10 8 
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	Hospital:

