Expert consultation questionnaire on improving the quality of pediatric clinical trial management 
Informed consent information page 
We are conducting a study aimed at improving the quality of pediatric clinical trial management. Based on your specific circumstances, you meet the eligibility criteria for this study, and we would like to invite you to join this research. The study is expected to last for three months and will involve approximately 20 experts. This informed consent document provides detailed information regarding the study’s purposes, potential benefits and risks. We encourage you to read it thoroughly before deciding whether to participate. The principal investigator for this study is Chang Liu of Children’s Hospital of Capital Institute of Pediatrics.    
1) Rationale for conducting this study
With the advancement of pediatric clinical trials, it has become increasingly important to manage and improve the quality of these trials based on risk assessment. For clinical trial managers, it is crucial to proactively identify potential risks in the pediatric clinical trials process and develop appropriate mitigation strategies to ensure the protection of participants. However, there is currently a lack of systematic expert consensus on risk management specifically for pediatric clinical trial research centers. This study aims to gather and analyze expert opinions through multiple rounds of consultation, with the goal of establishing a core set of risk management indicators for pediatric clinical trials. Additionally, this research will evaluate the importance and feasibility of these indicators using a scoring method, and will contribute to the preliminary development of a quality management system for pediatric clinical trials.
2) Methodology of the study
This study will collect expert survey data using the online platform. The first section of the questionnaire consists of a preliminary set of evaluation indicators for quality management of clinical trials in children, which includes items related to protocol design, subject protection, process management and data collection. Experts will assess the importance and feasibility of each indicator and provide scores accordingly. In addition, experts will have the opportunity to modify, add, combine, or delete indicators. The second section of the questionnaire collects background information about the experts. Following the completion of the first round of surveys, we will adjust these indicators based on experts’ feedback and conduct a second round of surveys to finalize the indicator set. A third round will involve data collection for the judgement matrices of indicators. The final result will be a comprehensive set of indicators for management of pediatric clinical trials.
3) Risks of participating in this study
The questionnaire of topics related to pediatric clinical trial management poses no physical or psychological harm to participants. If any question in the survey makes you feel uncomfortable, you are free to decline to answer. 
4) Potential benefits of participating in this study
There are no direct benefits to you from participating in this study. However, we hope that the information obtained from your participation will contribute to improving the quality of pediatric clinical trials in the future, ultimately benefiting children involved in clinical research.
5) Is participation in this study mandatory?
Participation in this study is entirely voluntary. If you do not wish to participate, you may decline without any negative impact on your current or future circumstances. Even if you initially agree to participate, you are free to withdraw from the study at any time by informing the researchers. In principle, any data collected before your withdrawal will be securely retained. However, in rare cases, such as government oversight, audits, or statistical reviews, regulatory authorities may request access to all research data, including the information collected during your participation. 
6) What do I need to do if I participate?
√ Complete the expert consultation questionnaire.
√ Feel free to ask any questions at any time if anything is unclear.
7) Will respondents’ personal information be kept confidential?
If you decide to participate in this study, your participation and personal information will be kept confidential. Your questionnaire responses will be identified by a research-specific number rather than your name. Personally identifiable information will not be disclosed to individuals outside the research team without your explicit consent. All research team members are required to maintain confidentiality regarding your identity. Your records will be stored in a locked file cabinet, accessible only to authorized research personnel. To ensure compliance with regulatory requirements, government authorities or ethics committee members may review your personal information at the research site if necessary. When the study results are published, no personal information about you will be disclosed. 
8) Whom should I contact for questions or concerns?
If you have any questions related to this study, please contact Chang Liu at [contact number]. For questions regarding your rights as a respondent, you may contact the Ethics Committee of the Children’s Hospital of Capital Institute of Pediatrics at [contact number].
9) Respondent statement
The research has explained the study background, objectives, procedures, potential risks and benefits to me. I have had sufficient time and opportunities to ask questions, and I am satisfied with the answers provided. I understand whom to contact if I have questions or need additional information. I have read this informed consent form and voluntarily agree to participate in this study. I understand that I may withdraw from the study at any time without providing a reason. 











1. If you agree with and accept the terms outlined above, please click the “Agree” button below to begin answering the questionnaire. If you do not agree or accept the terms, please click the “Disagree” button below to terminate your participation in this survey.
○ Agree and continue
○ Disagree and exit
 Section I: indicators for pediatric clinical trials management 
[Instructions for completing the form]
· This indicator set includes 4 primary indicators, 17 secondary indicators, and 52 tertiary indicators. Please evaluate the importance and feasibility of each indicator.
· The questionnaire uses 5-point scale, where 5 → 1 indicates very important → not important and very feasible → not feasible. Please assess these indicators by selecting the appropriate options. If you believe a particular indicator should be removed, kindly select the corresponding option. 
· If you think an indicator needs modification or additional items should be added, please provide your suggestions in the comments section. 

2. Indicator consultation 
	Indicators 
	Importance 
	Feasibility 
	Select if deletion is needed 

	
	Very important  
	Important 
	Moderately important
	Slightly important
	Not important 
	Very feasible 
	Feasible
	Moderately feasible 
	Slightly feasible 
	Not feasible 
	

	Primary indicator
A. Protocol design
	□
	□
	□
	□
	□
	□
	□
	□
	□
	□
	□

	Secondary indicator  
A1. Standardized protocol design process
	□
	□
	□
	□
	□
	□
	□
	□
	□
	□
	□

	A11. Involvement of pediatricians in the design of clinical trial protocols
	□
	□
	□
	□
	□
	□
	□
	□
	□
	□
	□

	A12. Documentation and incorporation of investigator meeting deliberations for protocol modification
	□
	□
	□
	□
	□
	□
	□
	□
	□
	□
	□

	Secondary indicator  
A2. Comprehensive rationale for clinical trial
	□
	□
	□
	□
	□
	□
	□
	□
	□
	□
	□

	A21. Presence of juvenile animal study data in the protocol and investigator’s manual
	□
	□
	□
	□
	□
	□
	□
	□
	□
	□
	□

	A22. Analysis of racial variations in pediatric populations domestically and internationally
	□
	□
	□
	□
	□
	□
	□
	□
	□
	□
	□

	A23. Incorporation of a risk management plan in the study protocol
	□
	□
	□
	□
	□
	□
	□
	□
	□
	□
	□

	A24. Design of pediatric trial protocols based on established adult efficacy and safety data
	□
	□
	□
	□
	□
	□
	□
	□
	□
	□
	□

	Secondary indicator 
 A3. Consideration of pediatric psychophysiological developmental factors
	□
	□
	□
	□
	□
	□
	□
	□
	□
	□
	□

	A31. The reduction of separation anxiety in children from their parents is taken into account in protocol design
	□
	□
	□
	□
	□
	□
	□
	□
	□
	□
	□

	A32. Establishing protocols for managing age-related deviations in 16-18 years old trial participants
	□
	□
	□
	□
	□
	□
	□
	□
	□
	□
	□

	A33. Establishment of a long-term follow-up observation plan for the impact of the investigational drug on growth, development and organ function of subjects
	□
	□
	□
	□
	□
	□
	□
	□
	□
	□
	□

	Secondary indicator
A4. 
Clearly defined and implementable description of concomitant medication use
	□
	□
	□
	□
	□
	□
	□
	□
	□
	□
	□

	A41. Establishment of conditions for the prohibited and restricted use of medications based on risk factors of pediatric diseases
	□
	□
	□
	□
	□
	□
	□
	□
	□
	□
	□

	A42. Inclusion of both western and traditional Chinese medications with corresponding indications in the prohibited drug list
	□
	□
	□
	□
	□
	□
	□
	□
	□
	□
	□

	Primary indicator
B. Subject protection
	□
	□
	□
	□
	□
	□
	□
	□
	□
	□
	□

	Secondary indicator
B1. 
Rational and clear informed consent process
	□
	□
	□
	□
	□
	□
	□
	□
	□
	□
	□

	B11. The informed consent document incorporates all elements required by relevant regulatory authorities
	□
	□
	□
	□
	□
	□
	□
	□
	□
	□
	□

	B12. Prioritizing the use of illustrations and child-friendly descriptions in the informed consent documents
	□
	□
	□
	□
	□
	□
	□
	□
	□
	□
	□

	B13. Pediatric clinical trials should obtain consent and signatures from both parents
	□
	□
	□
	□
	□
	□
	□
	□
	□
	□
	□

	B14. Establishment of a standard operating procedure for informed consent process with only one guardian present
	□
	□
	□
	□
	□
	□
	□
	□
	□
	□
	□

	B15. Development of separate informed consent documents for extension or companion studies deriving from the principal research
	□
	□
	□
	□
	□
	□
	□
	□
	□
	□
	□

	B16. The electronic data capture system is configured to provide cross-age group alerts for informed consents and visit modifications with mandatory enforcement
	□
	□
	□
	□
	□
	□
	□
	□
	□
	□
	□

	B17. Provision of age-specific informed consent documents tailored for children
	□
	□
	□
	□
	□
	□
	□
	□
	□
	□
	□

	Secondary indicator
B2. 
Minimizing invasive procedures
	□
	□
	□
	□
	□
	□
	□
	□
	□
	□
	□

	B21. Using population pharmacokinetics and implementing sparse sampling to minimize the volume of blood samples required from each pediatric participant
	□
	□
	□
	□
	□
	□
	□
	□
	□
	□
	□

	B22. For trials requiring repeated blood sampling from pediatric subjects, the use of an indwelling needle instead of multiple venipunctures
	□
	□
	□
	□
	□
	□
	□
	□
	□
	□
	□

	B23. Simultaneous collection of protocol-specified biological specimens and routine diagnostic samples during procedures
	□
	□
	□
	□
	□
	□
	□
	□
	□
	□
	□

	Secondary indicator
B3. 
Reasonable compensation for subjects
	□
	□
	□
	□
	□
	□
	□
	□
	□
	□
	□

	B31. Offering small gifts to enhance compliance in pediatric subjects
	□
	□
	□
	□
	□
	□
	□
	□
	□
	□
	□

	B32. Providing compensation for guardians' lost wages and transportation costs
	□
	□
	□
	□
	□
	□
	□
	□
	□
	□
	□

	B33. Issuing certificates of honor or letters of appreciation to guardians or pediatric subjects
	□
	□
	□
	□
	□
	□
	□
	□
	□
	□
	□

	Primary indicator
C. Process management
	□
	□
	□
	□
	□
	□
	□
	□
	□
	□
	□

	Secondary indicator
C1. 
Thorough preparation for project initiation
	□
	□
	□
	□
	□
	□
	□
	□
	□
	□
	□

	C11. Investigators involved have undergone good clinical practice training and assessment within the past three years and possess certification
	□
	□
	□
	□
	□
	□
	□
	□
	□
	□
	□

	C12. Setting the electronic signature declaration in the electronic data capture system as a mandatory condition for trial initiation
	□
	□
	□
	□
	□
	□
	□
	□
	□
	□
	□

	C13. Procuring clinical trial insurance for the study participants
	□
	□
	□
	□
	□
	□
	□
	□
	□
	□
	□

	Secondary indicator
C2. Investigators possess reliable experience and capabilities
	□
	□
	□
	□
	□
	□
	□
	□
	□
	□
	□

	C21. The principal investigator should participate in three or more pediatric clinical trials
	□
	□
	□
	□
	□
	□
	□
	□
	□
	□
	□

	C22. Appointment of two key sub-investigators with extensive experience and proficiency for risk management in pediatric clinical practice
	□
	□
	□
	□
	□
	□
	□
	□
	□
	□
	□

	C23. Assessment of the principal investigator's mastery of the protocol
	□
	□
	□
	□
	□
	□
	□
	□
	□
	□
	□

	C24. Implementation of project quality control and professional quality assurance
	□
	□
	□
	□
	□
	□
	□
	□
	□
	□
	□

	Secondary indicator
C3. 
Assessment of clinical research coordinator  qualifications
	□
	□
	□
	□
	□
	□
	□
	□
	□
	□
	□

	C31. Employment of on-site clinical research coordinators trained and assessed by the institution
	□
	□
	□
	□
	□
	□
	□
	□
	□
	□
	□

	C32. Recruitment of clinical research coordinators with experience in pediatric clinical trials
	□
	□
	□
	□
	□
	□
	□
	□
	□
	□
	□

	Secondary indicator
C4.
 Centralized management of trial materials by the institutional office
	□
	□
	□
	□
	□
	□
	□
	□
	□
	□
	□

	C41. Unified management, dispensing, and retrieval of trial materials by the central pharmacy
	□
	□
	□
	□
	□
	□
	□
	□
	□
	□
	□

	Secondary indicator
C5. 
Improving subject compliance
	□
	□
	□
	□
	□
	□
	□
	□
	□
	□
	□

	C51. Adaptation of investigational drug formulation to suit the pediatric subject population
	□
	□
	□
	□
	□
	□
	□
	□
	□
	□
	□

	C52. Providing a child-friendly environment with cartoon-patterned bed sheets, age-appropriate sports facilities, gaming devices, activities, and food for pediatric subjects
	□
	□
	□
	□
	□
	□
	□
	□
	□
	□
	□

	C53. Designing child-friendly medication education materials (such as cartoon booklets or videos)
	□
	□
	□
	□
	□
	□
	□
	□
	□
	□
	□

	C54. Timely assessment of participant medication adherence
	□
	□
	□
	□
	□
	□
	□
	□
	□
	□
	□

	Secondary indicator
C6. 
Attention to subject withdrawal intent
	□
	□
	□
	□
	□
	□
	□
	□
	□
	□
	□

	C61. Continuously inquiring and confirming the participation willingness of pediatric subjects throughout the trial
	□
	□
	□
	□
	□
	□
	□
	□
	□
	□
	□

	C62. Having a standard operating procedure for handling situations when pediatric subjects refuse to participate
	□
	□
	□
	□
	□
	□
	□
	□
	□
	□
	□

	Secondary indicator
C7. 
Rational scheduling of study visits
	□
	□
	□
	□
	□
	□
	□
	□
	□
	□
	□

	C71. Reducing visit frequency to the hospital by implementing remote clinical trial consultations
	□
	□
	□
	□
	□
	□
	□
	□
	□
	□
	□

	C72. Avoidance of non-essential long-term follow-up visits such as blood draws after pediatric participants have completed medical intervention and achieved recovery
	□
	□
	□
	□
	□
	□
	□
	□
	□
	□
	□

	Primary indicator
D. Data collection
	□
	□
	□
	□
	□
	□
	□
	□
	□
	□
	□

	Secondary indicator
D1. 
Collection of subject and guardian information
	□
	□
	□
	□
	□
	□
	□
	□
	□
	□
	□

	D11. The project requires the collection of identity card and bank card information of both guardians of pediatric subjects
	□
	□
	□
	□
	□
	□
	□
	□
	□
	□
	□

	D12. Simplifying the forms for subjects to take home, reducing data recording irregularities due to low literacy or comprehension levels of guardians
	□
	□
	□
	□
	□
	□
	□
	□
	□
	□
	□

	D13. Development of child-friendly diary cards featuring expressions like smiley and sad faces to facilitate easy judgment and selection by pediatric subjects
	□
	□
	□
	□
	□
	□
	□
	□
	□
	□
	□

	D14. Utilization of internationally recognized age- appropriate pediatric pain assessment scales for participants
	□
	□
	□
	□
	□
	□
	□
	□
	□
	□
	□

	Secondary indicator
D2. 
Timely training during the clinical trial
	□
	□
	□
	□
	□
	□
	□
	□
	□
	□
	□

	D21. Provision of training materials for guardians on clinical trial-related procedures
	□
	□
	□
	□
	□
	□
	□
	□
	□
	□
	□

	D22. Completion of training for guardians on filling out documentation
	□
	□
	□
	□
	□
	□
	□
	□
	□
	□
	□

	D23. Timely completion of training for newly authorized investigators
	□
	□
	□
	□
	□
	□
	□
	□
	□
	□
	□

	Secondary indicator
D3. 
Adverse event documentation
	□
	□
	□
	□
	□
	□
	□
	□
	□
	□
	□

	D31. Investigators rigorously conduct timely assessments of adverse events in accordance with the criteria provided in the protocol, such as Common Terminology Criteria for Adverse Events, World Health Organization guidelines, etc.
	□
	□
	□
	□
	□
	□
	□
	□
	□
	□
	□

	D32. Investigators evaluate and determine adverse events reported in the subjects' medication diary cards
	□
	□
	□
	□
	□
	□
	□
	□
	□
	□
	□

	D33. Investigators track adverse events until a final outcome is reached or a stable state is achieved
	□
	□
	□
	□
	□
	□
	□
	□
	□
	□
	□



3. Suggestions for modifications to the quality management of pediatric clinical trial indicators (optional, leave blank if none)
__________________________________________________________________                                                                  
4. Suggestions for additions to the quality management of pediatric clinical trial indicators (optional, leave blank if none)
__________________________________________________________________
   
Section II: expert background information 
[Instructions for completing the form]
· Please provide the following information based on your actual situation. 

5. Basic information
	
	

	Name:
	________________________

	Gender:
	________________________

	Age:
	________________________

	Work unit：
	________________________

	Years of work experience：
	________________________



6. Professional title 
	○ Other 

	○ Junior level 

	○ Intermediate level 

	○ Associate senior level 

	○ Senior level 



7. Highest Degree
	○ Bachelor’s degree 

	○ Master’s degree 

	○ Doctorate 

	○ Other _________________ 



8.  Professional field 
	○ Clinical medicine 

	○ Pharmacy 

	○ Nursing 

	○ Law

	○ Management 

	○ Public health 

	○ Statistics 

	○ Other _________________ 



9. Principle role in clinical trials 
	○ Sponsor 

	○ Investigator 

	○ Clinical trial manager 

	○ Member of ethics committee 

	○ Clinical research associate 

	○ Clinical research coordinator 

	○ Other _________________ 



10. Preferred contact method 
	○ Email 

	○ WeChat

	○ Phone 



11. Contact details 
________________________________

12. Basis for expert judgment 
	Basis 
	Major influence 
	Moderate influence 
	Minor influence 

	Theoretical analysis 
	○
	○
	○

	Practical experience 
	○
	○
	○

	Reference literature 
	○
	○
	○

	Expert intuition 
	○
	○
	○



13. Familiarity with survey content 
	Familiarity level
	Very familiar 
	Somewhat familiar 
	Moderately familiar 
	Slightly familiar 
	Not familiar 

	Your familiarity with the survey content 
	○
	○
	○
	○
	[bookmark: _GoBack]○




