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Clinical Research industry requires professionals with varied qualifications, qualities and responsibilities. This directly reflects on the complexity of the industry itself. There are different constraints of time, cost, resources, and changing standards and of course regulatory requirements, which keeps these professionals always on their toes. Therefore, there is a specific and fundamental demand for multi-skilled professional to coordinate the Clinical Research process onsite as well as at offsite.
Monitor

A clinical trial monitor plays an absolute important role in this industry. He is the link between the Sponsor and the Investigator. To put it rightly, Monitor’s are the eyes and ears of the Sponsor at the trial site for their projects. A CRA as a monitor is often called plays an important role in documenting drug development and thus marketing the tested drugs1.
He/she is a GCP trained professional trained on principles of protocol writing, responsibilities of the key people involved in the study, namely the sponsor, the investigator a clinical trial monitor and also how to go about formulating standard operating procedures. Most Monitor positions require a minimum an M. Sc in biological/ life sciences, pharmacy, chemistry or related medical field or a nursing qualification 2. Monitor is also educated in the role of ethics committee, the importance of informed consent process and the significance of data management procedures. The only problem being, there is no guide to assist in monitoring research sites. No regulation specifies the tasks to be done once at the site. For smart monitoring mere understanding of job description is not enough, rather a thorough and up to date knowledge on various disciplines of life science is the need of the hour.
Given that, the monitor is dealing with drugs, he/she must have a reasonable knowledge on the various categories of drugs and its possible drug- drug interaction. Should have an understanding on regulatory guidelines of the respective country, wherein the trial is taking place and of sponsor’s country of origin. The monitor must have considerable understanding in drug design and development, in the field of Preclinical toxicity studies, in healthcare industry and its administration. In addition to this, interpersonal skills are the basic requirement.  Thus, a monitor must have a state of art that is superior to various other professions by sheer virtue of its complex knowledge requirements.
Of various job requirements, the most important is that it needs 60 to 70% of travelling to and around clinical trial sites. He has to be involved in managing all aspects of the clinical trial site.
A well known and familiar quote will enable me to explain next part of the article- “With great power comes great responsibility “. It is true that the monitor has the authority to counter check the entire set of activities that is happening in clinical trial site and associated arena; however, it comes with a price of responsibilities. The key responsibility of the monitor includes:
a) Reviewing Trial related document for their accuracy, completion and adherence to regulatory requirements.
b) Ensuring that the investigator and the investigator’s trial staff are adequately informed about the trial.

c) Determining whether all adverse events are appropriately reported within the time periods required by GCP and applicable regulatory requirements.

d) Submitting monitoring report to the sponsor after each visit, and also seeing to the follow- up of the report with the sponsor3.
Challenges
A monitor’s job is highly lucrative and no doubt it is a charismatic career option. Nevertheless, the profile of monitor involves numerous challenges. The most tedious task of a monitor is CRF verification. Inadequate or incomplete CRF data entry requires scientific solution from the monitor. Problem solving capabilities help the monitor pave his way smoothly through all site activities. It is vital for every monitor to be a good observer. It is imperative, that they apply their mind even to the minute of details.  Seeing a tensed staff clearly implies a problematic site and serves as hint to the monitor how to go about the task and what to expect. Other than reviewing patient records what a monitor does, is to see the progress of the clinical trial subject which is of utmost importance.

Catching negligent, fraudulent investigators is a challenge that is not very often encountered by a clinical trial monitor. Monitors are considered to be the first line of defense against fraud and negligence. Site monitors take cues to determine if an investigators research is sloppy or willfully false. 
From a sites perspective, in order to facilitate a smooth monitoring to happen, it should be ready with all the necessary trial documents at place once it receives monitoring notification. For a productive and a successful monitoring, Investigators plays the key role. Therefore, people skill of every monitor will be tested, especially with respect to their relation with the investigator. He should be a people person, making monitoring a happy experience for the site staff, the investigator and by doing this making it a pleasureful experience for himself. Letting the super qualified investigator know that they both are working for the same cause, will help reduce conflict as well as improve the rapport between the sites and monitor. Monitors must be able to act as a cheerleader and coach as well as an “enforcer”4.
Conclusion:

Being a monitor is definitely a job that is highly demanding but has its rewards. The best being job satisfaction, understanding that by being part of clinical trials is helping a potential new treatment get to the market faster which in turn is making a huge difference in people’s lives. 
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