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Clinical Auditor - Questions/ Expected Answers 
for an Interview conducted in English. Expected keywords.

ORAL QUESTIONS

· Could you give me a short definition of the role of a clinical auditor?

The role of the clinical auditor involves the review and compliance verification of quality systems throughout the clinical development process, from the design of the protocol to the final clinical study report. They review and assess site activities, ensuring that contractual obligations to client companies are met.

· Why is clinical audit important?

There are a number of reasons why clinical audit is an important activity. The main reason is that it helps to improve the quality of the service being offered to users. Without some form of clinical audit, it is very difficult to know whether you are practising effectively and even more difficult to demonstrate this to others.

· What do you think is the most important during an audit? Why?

To review what is actually done and how it compares with the SOPs, and advise on changes to make the process more compliant with the guidelines/regulations as well as more efficient.

· Could you define the key requirements for a clinical auditor?

Attention to details, ability to memorize regulations and guidelines

· What type of audit would you like to conduct?

I would like to conduct different types of audits which would include: Audit of essential documents for a specific study (Trial Master Files), audit of a selected sample of investigator sites (including site specific essential documents), audit of contract research organisations, central laboratories and other specialist facilities, computer systems validation audits, audit of software vendors, database audits, clinical study report audits, and regulatory submission audits.

· Do you think you would be able to conduct an audit in a foreign country?

In order to overcome the language problem, auditors work closely with the local monitor who can provide translations of documents and interpret for the investigator if necessary. 
Auditing in a foreign country is quite a challenge.
International clinical auditors have to have the confidence and ability to audit in a variety of languages. In most organisations the CQA department is centralised rather than decentralised (individual auditors in different countries) as a team spirit and support from colleagues is important to the audit group, and therefore may have limited language skills. 

· What type of additional services could the QCA function offer?

In addition to their auditing function, auditors could offer many other services to clinical development such as GCP training for monitors and investigators, feedback on audit findings, GCP advice and problem-solving.

· Why should the clinical auditor remain independent of the process?

He should remain independent in order to be objective.


· According to you, what is a "Good auditor"?
A Good auditor should ensure that the audit process is transparent and that all parties are fully aware of what is going to happen.
A good auditor must be able to put the problem into context and suggest pragmatic and practical solutions. It is often easier to find a practical solution, and to be able to communicate it effectively to the auditees if the auditor has prior clinical research experience.


· On an interval scale between 1 and 5 of experience and maturity as an auditor, where would you place yourself?


· How would you react if an auditee starts to argue with you?



· What do you expect from being a Consultant for SUNNIKAN Consulting?


WRITTEN QUESTIONS


· What are the benefits of a clinical audit?

· identifies and promotes good practice and can lead to improvements in service delivery and outcomes for users
· can provide the information you need to show others that your service is effective (and cost-effective) and thus ensure its development
· provides opportunities for training and education
· helps to ensure better use of resources and, therefore, increased efficiency
· can improve working relationships, communication and liaison between staff, staff and service users, and between agencies/providers.

The overarching aim of clinical audit is to improve service user outcomes by improving professional practice and the general quality of services delivered.


· Could you outline the process of an Investigator Site audit which is the most frequently conducted audit in most companies?

The audit usually starts with an Audit Plan, this is a document which outlines the objectives of the audit and describes how the auditor will achieve these objectives. 
For a routine study audit it should detail the sites selected for audit and the criteria used for selection (such as recruitment figures, discontinuations, SAEs, location). In most organisations the Audit Plan is discussed with the individuals in the company responsible for the study. 

After reviewing the essential documents in-house, the audit of the investigator site will be conducted. The auditor will have a pre-audit meeting with the investigator and study staff to explain the reason for the audit and what will be done during the day. Following this the auditor will interview the investigator and staff to obtain information on how they are recruiting subjects, obtaining informed consent, implementing the protocol and documenting the results. The investigator's site files will be reviewed and a sample of subjects will be selected for source data verification. The storage, documentation and management of the investigational products would be reviewed routinely. The auditor will conduct a tour of the facilities and check documentation for equipment being used in the study. At the end of the audit, a post-audit meeting will be held to feed-back on findings to the investigator, study staff and monitor. Any misunderstandings are usually resolved at this point in the audit.

The next task of the auditor is the preparation of the audit report. In most organisations auditors have a time limit in which to generate the report, in our company we allow ten working days. The audit report is usually sent to the auditees (excluding the investigator and site staff) for responses to the audit observations and preparation of a corrective action plan (policies and procedures vary between companies).

The final audit report, incorporating the auditees' responses and actions, is then distributed to clinical management. The level of management receiving the audit reports varies between companies. In some companies, senior management do not want to read individual audit reports, but are more interested in the issues concerning the study as a whole. The auditor may be required to generate an overview or management report specifically for senior clinical management. Once all tasks have been completed by the auditor an Audit Certificate would be generated and forwarded to the clinical team for incorporation into the clinical study report. In some companies the Audit Certificate is not prepared until after all corrective actions have been completed. However, the Audit Certificate only states that an audit has been conducted, it does not declare an investigator site compliant.


· What is the difference between quality control and quality assurance?

Quality assurance should not be confused with quality control (QC). 
· Quality control is the responsibility of the people carrying out the work, such as the monitor, investigator or data manager. SOPs are provided to ensure that QC is built into the process.
· QA encompasses both QC and audit, however the audit is a check of whether QC has been performed as required, and that the outcome of a process is correct, where a sample of documentation/data is checked.


· What are the skills to become an Auditor? What are the main keys to be efficient during an audit?

Auditors have to be confident and competent otherwise they will lose their credibility. As well as the obvious attention to detail they should possess excellent interpersonal and communication skills, pragmatic problem-solving ability and have a sense of humour. 

Auditors also need to understand and fully appreciate how vulnerable and insecure auditees can feel. A good auditor's first task should always be to put the auditees at ease. This is an important skill and not everyone has the ability to achieve it. 

The auditor must be able to quickly assess whether a non-compliance problem is important or not sometimes as small issues can have major repercussions. 

Auditors need to have a good knowledge of the regulations and guidelines, but then so do all clinical researchers. 
Most auditors know how to find relevant information and ensure that they maintain an up to date knowledge of what is happening in the regulatory world. 
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