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By Carlos Estrada, MD

“In order for written procedures to be effective, staff must be trained on standard practices and adhere to them.”

of Human Subjects, which would include how the organization intends to protect the safety of human subjects who participate in clinical trials.
A process is a sequence of inputs that are turned into outputs. An example would be the process by which a subject is enrolled in a trial. Examples of inputs to this process would be the initial identification of a patient as a potential subject, explanation of the trial and its risks to the potential subject using the consent form, and determination of eligibility. Some outputs of the 




enrollment process would be an appropriately signed Informed Consent Form, an appropriately completed and signed eligibility checklist, and an accurate entry of the subject into the trials database.
A procedure describes steps taken to accomplish a task or function. It describes how a function is performed, by whom, with what responsibilities and training, and the acceptable outcome. An example of a procedure would be obtaining Informed Consent. This procedure would describe who may obtain consent, what training they must have, the steps to be taken in obtaining the consent, and how to document the activity.

“Data should be attributable, original, accurate, contemporaneous, legible, and secure.”

Best Practices for Clinical Research
Written Procedures

One major part of the foundation of any Quality System lies in having written policies, procedures, guidelines, or standards that describe the controlled processes used to perform functions. This is true whether the quality system is ISO, GCP, TQM, or any other type.
Training 

Of course, in order for written procedures to be effective, staff must be trained on standard practices and adhere to them. Adherence to the procedures is ensured by auditing and following up on audit findings.
Any of several systems can be used to document policies, procedures, standards, and guidelines, but they all should describe the intent of the organization, how to perform the functions in a standard way, and how to document that performance. One commonly used system that many PSC clients have adopted is a four-level approach consisting of:
· Policy
· Process
· Procedure
· Form
A policy is a statement of intent. It describes the organization’s philosophy and the intended consequence of those philosophy trials.  An example would be a policy on the Protection 
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A form is a tool that is associated with documenting a procedure. The benefit of forms is that they make the recording of data simpler and more standardized. A completed form in clinical research is a source record. Forms may be filled out by research staff or by subjects (as in Patient Reported Outcomes – PROs). PSC recommends that organizations that conduct clinical research develop a hierarchy of Policies, Processes, Procedures, and Forms to provide infrastructure that is needed for high quality, compliant research.

DID YOU KNOW? 

· The FDA does not regulate which procedures you have, only that you must have them.

· Failure to follow standard procedures results in hard-hitting consequences, i.e. auditors will take your procedures, roll them up, and smack you over the head with them… Figuratively speaking! 
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