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I. FUNDAMENTALS OF  
CLINICAL RESEARCH 

 

 

 
 

 

 

 
 

 

 

 
 

 

 

 

 

1 

Prompt: "What is the role of a Clinical Research Associate (CRA) 
in clinical trials?" 

Expected Outcome: A clear explanation of responsibilities like 
monitoring trial sites, ensuring protocol compliance, and 
safeguarding patient safety. 

2 

Prompt: "List the key phases of clinical trials and their 
objectives." 

Expected Outcome: Descriptions of phases I-IV, covering safety 
testing, efficacy evaluation, large-scale testing, and post-
marketing surveillance. 

3 

Prompt: "Explain the concept of Good Clinical Practice (GCP)." 

Expected Outcome: An overview of ethical and scientific 
standards for designing, conducting, and reporting clinical trials. 
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II. REGULATORY KNOWLEDGE 

 

 

 
 

 

 

 
 

4 

Prompt: "What are the essential components of a clinical trial 
protocol?" 
 

Expected Outcome: Sections like study objectives, 
inclusion/exclusion criteria, study design, and data analysis plans. 

5 

Prompt: "Summarize the differences between interventional and 
observational studies." 

Expected Outcome: A comparison focusing on active treatment 
allocation in interventional studies versus passive observation in 
observational studies. 

6 

Prompt: "What is the role of the FDA in clinical trials?" 

Expected Outcome: Insights into FDA responsibilities like 
protocol approval, trial monitoring, and drug approval. 

7 

Prompt: "List three key international regulations that govern 
clinical trials." 

Expected Outcome: Guidelines like ICH-GCP, the Declaration of 
Helsinki, and EMA regulations. 
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8 

Prompt: "Explain the purpose of Institutional Review Boards 
(IRBs)." 

Expected Outcome: An overview of how IRBs ensure ethical 
conduct and participant safety in research. 

9 

Prompt: "What are the reporting requirements for serious 
adverse events (SAEs)?" 

Expected Outcome: Steps for documenting, notifying sponsors, 
and ensuring regulatory compliance within 24 hours. 

10 

Prompt: "Describe the purpose of an Investigational New Drug 
(IND) application." 

Expected Outcome: Explanation of how INDs allow unapproved 
drugs to be tested in clinical trials. 
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III. MONITORING AND SITE 
MANAGEMENT 

 

 

 
 

 

 

 
 

 

 

 
 

 

 

 
 

11 

Prompt: "What are the key responsibilities of a CRA during site 
initiation visits (SIVs)?" 

Expected Outcome: Tasks like training site staff, reviewing 
protocols, and verifying regulatory documents. 

12 

Prompt: "How do you prepare for a routine monitoring visit?" 

Expected Outcome: A checklist including reviewing site 
performance, verifying data accuracy, and addressing deviations. 

13 

Prompt: "Write a script for conducting a close-out visit at a trial 
site." 

Expected Outcome: Steps for reconciling documents, collecting 
study materials, and finalizing site reports. 

14 

Prompt: "How do CRAs ensure protocol adherence at clinical 
sites?" 

Expected Outcome: Actions like auditing procedures, training 
staff, and resolving noncompliance issues. 
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IV. DATA MANAGEMENT  
AND REPORTING 

 

 

 
 

 

 

 
 

 

 

 
 

15 

Prompt: "What are the key elements of a site visit report?" 

Expected Outcome: Sections like visit summary, findings, action 
items, and follow-up requirements. 

16 

Prompt: "What is the importance of source data verification 
(SDV) in clinical trials?" 

Expected Outcome: Explanation of how SDV ensures the 
accuracy and reliability of trial data. 

17 

Prompt: "How do CRAs manage discrepancies in case report 
forms (CRFs)?" 

Expected Outcome: Steps for identifying errors, notifying site 
staff, and ensuring corrections. 

18 

Prompt: "List the essential data points monitored in CRFs." 

Expected Outcome: Examples like demographic data, adverse 
events, and dosing schedules. 
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V. COMMUNICATION AND 
COLLABORATION 

 

 

 
 

 

 

 
 

19 

Prompt: "Explain the difference between eCRFs and paper 
CRFs." 

Expected Outcome: A comparison focusing on ease of use, data 
security, and error reduction in eCRFs. 

20 

Prompt: "What are common data management tools used in 
clinical research?" 

Expected Outcome: Tools like Medidata, Oracle Clinical, and 
OpenClinica. 

21 

Prompt: "What are effective communication strategies for CRAs 
working with site staff?" 

Expected Outcome: Tips like active listening, clear 
documentation, and timely follow-ups. 

22 

Prompt: "Write a professional email template for addressing 
protocol deviations with site staff." 

Expected Outcome: A polite, concise email format highlighting 
deviations and corrective actions. 
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VI. RISK MANAGEMENT 

 

 

 
 

23 

Prompt: "How do CRAs build strong relationships with Principal 
Investigators (PIs)?" 

Expected Outcome: Suggestions like regular check-ins, 
understanding their challenges, and providing support. 

24 

Prompt: "What is the role of CRAs in facilitating audits and 
inspections?" 

Expected Outcome: Responsibilities like ensuring document 
readiness, addressing findings, and supporting site staff. 

25 

Prompt: "How do CRAs manage conflicts or disputes at trial 
sites?" 

Expected Outcome: Conflict resolution techniques like mediation, 
fact-finding, and collaborative problem-solving. 

26 

Prompt: "What are common risks in clinical trials, and how do 
CRAs mitigate them?" 

Expected Outcome: Risks like data errors, protocol deviations, 
and participant dropouts, with mitigation strategies. 
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27 

Prompt: "How do CRAs ensure patient safety in clinical trials?" 

Expected Outcome: Monitoring for adverse events, verifying 
informed consent, and ensuring compliance with protocols. 

28 

Prompt: "Write a step-by-step guide for handling a protocol 
violation." 

Expected Outcome: Steps like documenting the issue, notifying 
the sponsor, and implementing corrective actions. 

29 

Prompt: "How do you identify high-risk trial sites during 
monitoring visits?" 

Expected Outcome: Indicators like frequent deviations, 
incomplete documentation, and untrained staff. 

30 

Prompt: "What is the role of risk-based monitoring in clinical 
trials?" 

Expected Outcome: Explanation of focusing resources on high-
risk areas to improve efficiency and compliance. 
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VII. ETHICAL CONSIDERATIONS 

 

 

 
 

 

 

 
 

 

 

 
 

 

 

 
 

31 

Prompt: "What is informed consent, and how do CRAs verify it?" 

Expected Outcome: An explanation of ensuring participants 
understand study details and rights. 

32 

Prompt: "Explain the importance of patient confidentiality in 
clinical trials." 

Expected Outcome: Best practices for safeguarding patient data 
per HIPAA and GDPR. 

33 

Prompt: "How do CRAs address noncompliance with ethical 
guidelines?" 

Expected Outcome: Steps for reporting to IRBs and 
implementing corrective actions. 

34 

Prompt: "Write a checklist for verifying patient recruitment 
practices at a site." 
 

Expected Outcome: Items like inclusion/exclusion adherence, 
informed consent, and recruitment logs. 
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VIII. TRAINING AND 
DEVELOPMENT 

 

 

 
 

 

 

 
 

 

 

 
 

35 

Prompt: "What are common ethical dilemmas in clinical research, 
and how are they resolved?" 

Expected Outcome: Scenarios like coercion in recruitment or 
protocol manipulation, with resolution strategies. 

36 

Prompt: "How do CRAs stay updated on regulatory changes?" 

Expected Outcome: Recommendations for attending webinars, 
subscribing to updates, and networking. 

37 

Prompt: "List essential certifications for CRAs." 

Expected Outcome: Certifications like ACRP-CP, SOCRA, and 
GCP training. 

38 

Prompt: "What are best practices for mentoring new CRAs?" 

Expected Outcome: Tips like sharing practical experiences, 
shadowing, and regular feedback. 
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IX. TOOLS AND TECHNOLOGY 

 

 

 
 

 

 

 
 

39 

Prompt: "Write a training plan for site staff on GCP compliance." 

Expected Outcome: A structured plan with sessions on ethics, 
documentation, and reporting. 

40 

Prompt: "What are key soft skills for CRAs, and how can they 
develop them?" 

Expected Outcome: Skills like communication, problem-solving, 
and time management with development tips. 

41 

Prompt: "List three electronic systems CRAs commonly use in 
clinical trials." 

Expected Outcome: Examples like CTMS (Clinical Trial 
Management System), eTMF (electronic Trial Master File), and 
EDC (Electronic Data Capture). 

42 

Prompt: "How do CRAs use electronic Trial Master Files 
(eTMFs)?" 

Expected Outcome: Insights into organizing, accessing, and 
maintaining essential trial documents. 
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X. CAREER DEVELOPMENT 

 

 

 
 

 

43 

Prompt: "Explain how remote monitoring tools are changing CRA 
roles." 

Expected Outcome: Examples of real-time data access, reduced 
travel, and improved efficiency. 

44 

Prompt: "Write a guide for using an EDC system during 
monitoring visits." 

Expected Outcome: Steps for logging in, verifying entries, and 
resolving discrepancies. 

45 

Prompt: "What is the significance of AI in modern clinical trials?" 

Expected Outcome: Applications like patient recruitment, 
predictive analytics, and real-time monitoring. 

46 

Prompt: "What is the typical career path for a CRA?" 

Expected Outcome: Progression from entry-level CRA to Senior 
CRA, Lead CRA, and Clinical Project Manager. 
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47 

Prompt: "How do CRAs ensure patient safety during clinical 
trials?" 

Expected Outcome: A description of methods such as verifying 
informed consent forms, monitoring adverse events, ensuring 
protocol adherence, and promptly reporting safety concerns to 
sponsors and regulatory bodies. 
 

48 

Prompt: "What are the best practices for maintaining accurate 
and complete trial documentation?" 

Expected Outcome: Guidelines for timely data entry, cross-
referencing source documents with CRFs, ensuring eTMF 
compliance, and conducting regular audits to identify gaps. 
 

49 

Prompt: "What is the role of CRAs in preparing for regulatory 
submissions?" 

Expected Outcome: A step-by-step explanation of assisting 
sponsors by verifying data integrity, ensuring proper 
documentation, and addressing any findings from audit reports. 
 

50 

Prompt: "How do CRAs contribute to quality assurance in clinical 
trials?" 

Expected Outcome: A detailed account of activities like 
performing routine monitoring visits, identifying deviations, 
providing training to site staff, and supporting corrective and 
preventive action (CAPA) plans. 
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