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Advanced Certificate in Clinical Research

Data Management in Clinical Research

Abstract: refers to a brief summary of a clinical research study, including its objectives, methods, and main
findings, usually presented at the beginning of a research paper or proposal, it is often used to provide an
overview of the study.

Access Control: refers to the mechanisms and procedures used to control and manage access to clinical
research data, to ensure that only authorized personnel have access to sensitive information, this includes
the use of passwords and firewalls.

Adverse Event: refers to any untoward medical occurrence in a clinical research participant, whether or not it
is related to the study treatment, this can include side effects and toxicity.

Audit Trail: refers to the record of all changes made to clinical research data, including who made the
changes, when they were made, and why, this is used to ensure data integrity and compliance.

Blinding: refers to the process of concealing the treatment assignments of clinical research participants to
reduce bias, this can include single-blinding or double-blinding.

Case Report Form: refers to the standardized document used to collect and record clinical research data, it
is often used to collect demographic and clinical data.

Clinical Data Management: refers to the process of collecting, storing, and managing clinical research data,
to ensure that it is accurate, complete, and reliable, this includes the use of data validation and data
cleaning.

Clinical Research Associate: refers to the person responsible for monitoring and managing clinical research
studies, to ensure that they are conducted according to the protocol and regulatory requirements, this
includes the use of monitoring plans and study protocols.

Clinical Trial: refers to a type of clinical research study that evaluates the safety and efficacy of a new
treatment or intervention, this can include phase 1, phase 2, and phase 3 trials.

Code of Federal Regulations: refers to the set of regulations that govern clinical research in the United
States, it is often used to ensure compliance with regulatory requirements.

Confidentiality: refers to the principle of protecting the privacy and confidentiality of clinical research
participants, this includes the use of codes and passwords to protect sensitive information.

Consent Form: refers to the document that informs clinical research participants of the risks and benefits of
the study, and obtains their consent to participate, it is often used to ensure informed consent.

Data Cleaning: refers to the process of reviewing and correcting clinical research data for errors and
inconsistencies, to ensure that it is accurate and reliable, this includes the use of data validation and data
verification.

Data Management Plan: refers to the document that outlines the procedures for collecting, storing, and
managing clinical research data, it is often used to ensure data quality and compliance.

Data Quality: refers to the degree to which clinical research data is accurate, complete, and reliable, this
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includes the use of data validation and data cleaning to ensure high-quality data.

Data Validation: refers to the process of checking clinical research data for errors and inconsistencies, to
ensure that it is accurate and reliable, this includes the use of edit checks and data verification.

Data Verification: refers to the process of checking clinical research data against the original source
documents, to ensure that it is accurate and reliable, this includes the use of source documents and data
validation.

Electronic Data Capture: refers to the use of electronic systems to collect and manage clinical research data,
this includes the use of electronic case report forms and electronic data management systems.

Electronic Health Record: refers to the electronic version of a patient's medical record, it is often used to
collect demographic and clinical data.

Ethics Committee: refers to the committee that reviews and approves clinical research studies, to ensure
that they are conducted according to ethical principles and regulatory requirements, it is often used to
ensure compliance with regulatory requirements.

Good Clinical Practice: refers to the set of principles and guidelines that govern clinical research, to ensure
that it is conducted according to ethical principles and regulatory requirements, this includes the use of
informed consent and study protocols.

Informed Consent: refers to the process of informing clinical research participants of the risks and benefits
of the study, and obtaining their consent to participate, it is often used to ensure informed consent.
Institutional Review Board: refers to the committee that reviews and approves clinical research studies, to
ensure that they are conducted according to ethical principles and regulatory requirements, it is often used
to ensure compliance with regulatory requirements.

Investigational New Drug: refers to a new drug that is being tested in a clinical research study, it is often
used to evaluate the safety and efficacy of the drug.

Medical Dictionary for Regulatory Activities: refers to the standardized dictionary used to code and classify
adverse events and other clinical research data, it is often used to ensure consistency and accuracy.
Monitoring: refers to the process of reviewing and overseeing clinical research studies, to ensure that they
are conducted according to the protocol and regulatory requirements, this includes the use of monitoring
plans and study protocols.

New Drug Application: refers to the application submitted to regulatory authorities to approve a new drug
for marketing, it is often used to evaluate the safety and efficacy of the drug.

Protocol: refers to the detailed plan for conducting a clinical research study, it is often used to ensure
compliance with regulatory requirements.

Query: refers to a question or issue raised about clinical research data, it is often used to ensure data quality
and compliance.

Randomization: refers to the process of assigning clinical research participants to treatment groups by
chance, to reduce bias and ensure that the groups are comparable, this includes the use of random number
generators and randomization schedules.

Regulatory Authority: refers to the government agency responsible for overseeing and regulating clinical
research, it is often used to ensure compliance with regulatory requirements.
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Risk-Based Monitoring: refers to the process of monitoring clinical research studies based on the level of
risk, to ensure that the studies are conducted according to the protocol and regulatory requirements, this
includes the use of monitoring plans and study protocols.

Serious Adverse Event: refers to any adverse event that is life-threatening, requires hospitalization, or results
in persistent or significant disability, it is often used to evaluate the safety of a clinical research study.
Source Document: refers to the original document that contains clinical research data, it is often used to
ensure data quality and compliance.

Source Document Verification: refers to the process of checking clinical research data against the original
source documents, to ensure that it is accurate and reliable, this includes the use of source documents and
data validation.

Standard Operating Procedure: refers to the detailed document that outlines the procedures for conducting
a specific task or activity, it is often used to ensure consistency and compliance.

Study Coordinator: refers to the person responsible for coordinating and managing clinical research studies,
to ensure that they are conducted according to the protocol and regulatory requirements, this includes the
use of study protocols and monitoring plans.

Study Protocol: refers to the detailed plan for conducting a clinical research study, it is often used to ensure
compliance with regulatory requirements.

Subject Identification Code: refers to the unique code assigned to each clinical research participant, to
protect their identity and confidentiality, it is often used to ensure confidentiality and privacy.

Trial Master File: refers to the set of documents that contain all the essential information about a clinical
research study, it is often used to ensure compliance with regulatory requirements.

Validation: refers to the process of checking and verifying clinical research data, to ensure that it is accurate
and reliable, this includes the use of data validation and data verification.

Verification: refers to the process of checking clinical research data against the original source documents,
to ensure that it is accurate and reliable, this includes the use of source documents and data validation.
Vulnerability: refers to the susceptibility of clinical research participants to harm or exploitation, it is often
used to evaluate the risks and benefits of a clinical research study.

Web-Based Electronic Data Capture: refers to the use of web-based systems to collect and manage clinical
research data, this includes the use of electronic case report forms and electronic data management
systems.

Workflow: refers to the series of steps and tasks involved in conducting a clinical research study, it is often
used to ensure efficiency and compliance.

XML: refers to the extensible markup language used to format and structure clinical research data, it is often
used to ensure interoperability and data exchange.

Adverse Event Reporting: refers to the process of reporting adverse events that occur during a clinical
research study, it is often used to evaluate the safety of a clinical research study.

Audit: refers to the systematic review and evaluation of clinical research data, to ensure that it is accurate
and reliable, this includes the use of audit trails and audit reports.

Case Report: refers to the detailed document that contains information about a clinical research participant,
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it is often used to collect demographic and clinical data.

Clinical Data Management System: refers to the electronic system used to collect, store, and manage clinical
research data, it is often used to ensure data quality and compliance.

Clinical Research Organization: refers to the company or institution that conducts clinical research studies, it
is often used to ensure compliance with regulatory requirements.

Clinical Trial Management System: refers to the electronic system used to manage and oversee clinical
research studies, it is often used to ensure efficiency and compliance.

Contract Research Organization: refers to the company that provides support services for clinical research
studies, it is often used to ensure compliance with regulatory requirements.

Data Management: refers to the process of collecting, storing, and managing clinical research data, to
ensure that it is accurate, complete, and reliable, this includes the use of data validation and data cleaning.
Data Quality Control: refers to the process of checking and verifying clinical research data, to ensure that it
is accurate and reliable, this includes the use of data validation and data verification.

Data Quality Assurance: refers to the process of ensuring that clinical research data is accurate, complete,
and reliable, this includes the use of data validation and data cleaning.

Electronic Common Technical Document: refers to the standardized format used to submit regulatory
documents electronically, it is often used to ensure interoperability and data exchange.

Electronic Data Management: refers to the use of electronic systems to collect, store, and manage clinical
research data, it is often used to ensure data quality and compliance.

Essential Document: refers to the critical document that contains essential information about a clinical
research study, it is often used to ensure compliance with regulatory requirements.

Good Pharmacovigilance Practice: refers to the set of principles and guidelines that govern the monitoring
and reporting of adverse events, it is often used to ensure compliance with regulatory requirements.
Human Subject Protection: refers to the principles and guidelines that govern the protection of clinical
research participants, it is often used to ensure compliance with regulatory requirements.

Informed Consent Document: refers to the document that informs clinical research participants of the risks
and benefits of the study, and obtains their consent to participate, it is often used to ensure informed
consent.

Institutional Review Board Approval: refers to the approval granted by the institutional review board to
conduct a clinical research study, it is often used to ensure compliance with regulatory requirements.
Medical Writing: refers to the process of creating and editing documents related to clinical research, it is
often used to ensure clarity and accuracy.

Monitoring Report: refers to the document that summarizes the findings of a monitoring visit, it is often
used to ensure compliance with regulatory requirements.

New Drug Application Submission: refers to the process of submitting a new drug application to regulatory
authorities, it is often used to evaluate the safety and efficacy of a new drug.

Patient Recruitment: refers to the process of recruiting and enrolling clinical research participants, it is often
used to ensure compliance with regulatory requirements.

Pharmacovigilance: refers to the science and activities related to the detection, assessment, and prevention
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of adverse events, it is often used to evaluate the safety of a clinical research study.

Protocol Amendment: refers to the changes made to a clinical research study protocol, it is often used to
ensure compliance with regulatory requirements.

Quality Assurance: refers to the process of ensuring that clinical research data is accurate, complete, and
reliable, this includes the use of data validation and data cleaning.

Quality Control: refers to the process of checking and verifying clinical research data, to ensure that it is
accurate and reliable, this includes the use of data validation and data verification.

Randomization Schedule: refers to the plan for assigning clinical research participants to treatment groups
by chance, it is often used to ensure compliance with regulatory requirements.

Regulatory Compliance: refers to the process of ensuring that clinical research studies are conducted
according to regulatory requirements, it is often used to ensure compliance with regulatory requirements.
Risk Assessment: refers to the process of evaluating the potential risks and benefits of a clinical research
study, it is often used to evaluate the risks and benefits of a clinical research study.

Risk Management: refers to the process of identifying, assessing, and mitigating risks associated with clinical
research studies, it is often used to evaluate the risks and benefits of a clinical research study.

Safety Monitoring: refers to the process of monitoring and reporting adverse events, it is often used to
evaluate the safety of a clinical research study.

Safety Report: refers to the document that summarizes the safety data of a clinical research study, it is often
used to evaluate the safety of a clinical research study.

Serious Adverse Event Reporting: refers to the process of reporting serious adverse events that occur during
a clinical research study, it is often used to evaluate the safety of a clinical research study.

Site Management Organization: refers to the company or institution that manages and oversees clinical
research sites, it is often used to ensure compliance with regulatory requirements.

Source Data Verification: refers to the process of checking clinical research data against the original source
documents, to ensure that it is accurate and reliable, this includes the use of source documents and data
validation.

Sponsor: refers to the organization or individual that initiates and finances a clinical research study, it is
often used to ensure compliance with regulatory requirements.

Standard Operating Procedure Document: refers to the detailed document that outlines the procedures for
conducting a specific task or activity, it is often used to ensure consistency and compliance.

Study Closure: refers to the process of closing a clinical research study, it is often used to ensure compliance
with regulatory requirements.

Study Initiation: refers to the process of starting a clinical research study, it is often used to ensure
compliance with regulatory requirements.

Study Termination: refers to the process of terminating a clinical research study, it is often used to ensure
compliance with regulatory requirements.

Trial Management: refers to the process of managing and overseeing clinical research studies, it is often
used to ensure efficiency and compliance.

User Acceptance Testing: refers to the process of testing and validating electronic systems used in clinical
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research, it is often used to ensure compliance with regulatory requirements.

Validation Protocol: refers to the document that outlines the procedures for validating electronic systems
used in clinical research, it is often used to ensure compliance with regulatory requirements.

Verification Protocol: refers to the document that outlines the procedures for verifying clinical research data,
it is often used to ensure compliance with regulatory requirements.

Adverse Event Causality Assessment: refers to the process of determining whether an adverse event is
related to the study treatment, it is often used to evaluate the safety of a clinical research study.

Adverse Event Severity Assessment: refers to the process of evaluating the severity of an adverse event, it is
often used to evaluate the safety of a clinical research study.

Adverse Event Unexpectedness Assessment: refers to the process of determining whether an adverse event
is unexpected, it is often used to evaluate the safety of a clinical research study.

Audit Certificate: refers to the document that certifies that an audit has been conducted, it is often used to
ensure compliance with regulatory requirements.

Audit Checklist: refers to the list of items to be reviewed during an audit, it is often used to ensure
compliance with regulatory requirements.

Audit Finding: refers to the result of an audit, it is often used to ensure compliance with regulatory
requirements.

Audit Plan: refers to the document that outlines the procedures for conducting an audit, it is often used to
ensure compliance with regulatory requirements.

Audit Report: refers to the document that summarizes the findings of an audit, it is often used to ensure
compliance with regulatory requirements.

Audit Trail Documentation: refers to the record of all changes made to clinical research data, it is often used
to ensure data integrity and compliance.

Clinical Data Management Plan: refers to the document that outlines the procedures for collecting, storing,
and managing clinical research data, it is often used to ensure data quality and compliance.

Clinical Data Management System Validation: refers to the process of validating the clinical data
management system, it is often used to ensure compliance with regulatory requirements.

Clinical Research Coordinator: refers to the person responsible for coordinating and managing clinical
research studies, it is often used to ensure compliance with regulatory requirements.

Clinical Research Site: refers to the location where a clinical research study is conducted, it is often used to
ensure compliance with regulatory requirements.

Clinical Trial Agreement: refers to the contract between the sponsor and the clinical research site, it is often
used to ensure compliance with regulatory requirements.

Clinical Trial Insurance: refers to the insurance that covers the clinical research site and the sponsor, it is
often used to ensure compliance with regulatory requirements.

Clinical Trial Protocol: refers to the detailed plan for conducting a clinical research study, it is often used to
ensure compliance with regulatory requirements.

Clinical Trial Registration: refers to the process of registering a clinical research study, it is often used to
ensure compliance with regulatory requirements.
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Compliance Inspection: refers to the process of inspecting a clinical research site to ensure compliance with
regulatory requirements, it is often used to ensure compliance with regulatory requirements.

Compliance Report: refers to the document that summarizes the findings of a compliance inspection, it is
often used to ensure compliance with regulatory requirements.

Computer System Validation: refers to the process of validating computer systems used in clinical research,
it is often used to ensure compliance with regulatory requirements.

Confidential Disclosure Agreement: refers to the contract between the sponsor and the clinical research site,
it is often used to ensure compliance with regulatory requirements.

Contract Research Organization Management: refers to the process of managing and overseeing contract
research organizations, it is often used to ensure compliance with regulatory requirements.

Corrective Action: refers to the action taken to correct a deficiency or noncompliance, it is often used to
ensure compliance with regulatory requirements.

Corrective Action Plan: refers to the document that outlines the procedures for correcting a deficiency or
noncompliance, it is often used to ensure compliance with regulatory requirements.

Data Backup: refers to the process of creating a copy of clinical research data, it is often used to ensure data
integrity and compliance.

Data Encryption: refers to the process of protecting clinical research data by converting it into a code, it is
often used to ensure data security and compliance.

Data Management System: refers to the electronic system used to collect, store, and manage clinical
research data, it is often used to ensure data quality and compliance.

Data Quality Control Plan: refers to the document that outlines the procedures for controlling data quality,
it is often used to ensure data quality and compliance.

Data Quality Assurance Plan: refers to the document that outlines the procedures for ensuring data quality,
it is often used to ensure data quality and compliance.

Data Security: refers to the measures taken to protect clinical research data from unauthorized access, it is
often used to ensure data security and compliance.

Data Storage: refers to the process of storing clinical research data, it is often used to ensure data integrity
and compliance.

Data Validation Plan: refers to the document that outlines the procedures for validating clinical research
data, it is often used to ensure data quality and compliance.

Data Verification Plan: refers to the document that outlines the procedures for verifying clinical research
data, it is often used to ensure data quality and compliance.

De-identification: refers to the process of removing personal identifiers from clinical research data, it is
often used to ensure data security and compliance.

Disaster Recovery Plan: refers to the document that outlines the procedures for recovering from a disaster,
it is often used to ensure data integrity and compliance.

Documentation Control: refers to the process of controlling and managing clinical research documents, it is
often used to ensure compliance with regulatory requirements.

Electronic Common Technical Document: refers to the standardized format used to submit regulatory
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documents electronically, it is often used to ensure interoperability and data exchange.

Electronic Data Capture System: refers to the electronic system used to collect clinical research data, it is
often used to ensure data quality and compliance.

Electronic Data Management System: refers to the electronic system used to manage clinical research data,
it is often used to ensure data quality and compliance.

Electronic Signature: refers to the electronic signature used to authenticate clinical research documents, it is
often used to ensure compliance with regulatory requirements.

Essential Document Control: refers to the process of controlling and managing essential clinical research
documents, it is often used to ensure compliance with regulatory requirements.

Gantt Chart: refers to the chart used to plan and track clinical research projects, it is often used to ensure
compliance with regulatory requirements.

Good Clinical Practice Training: refers to the training provided to clinical research personnel on good clinical
practice, it is often used to ensure compliance with regulatory requirements.

Human Subject Protection Training: refers to the training provided to clinical research personnel on human
subject protection, it is often used to ensure compliance with regulatory requirements.

Informed Consent Form: refers to the document that informs clinical research participants of the risks and
benefits of the study, and obtains their consent to participate, it is often used to ensure informed consent.
Institutional Review Board: refers to the committee that reviews and approves clinical research studies, it is
often used to ensure compliance with regulatory requirements.

Investigational Product: refers to the product being tested in a clinical research study, it is often used to
ensure compliance with regulatory requirements.

Investigator Brochure: refers to the document that provides information about the investigational product,
it is often used to ensure compliance with regulatory requirements.

Investigator Meeting: refers to the meeting where clinical research investigators discuss the clinical research
study, it is often used to ensure compliance with regulatory requirements.

Investigator Site: refers to the location where a clinical research study is conducted, it is often used to
ensure compliance with regulatory requirements.

Medical Device: refers to the device used in a clinical research study, it is often used to ensure compliance
with regulatory requirements.

Monitoring Plan: refers to the document that outlines the procedures for monitoring a clinical research
study, it is often used to ensure compliance with regulatory requirements.

Monitoring Report: refers to the document that summarizes the findings of a monitoring visit, it is often
used to ensure compliance with regulatory requirements.

New Drug Application: refers to the application submitted to regulatory authorities to approve a new drug
for marketing, it is often used to ensure compliance with regulatory requirements.

Patient Information Sheet: refers to the document that provides information about the clinical research
study to participants, it is often used to ensure informed consent.

Pharmacovigilance Plan: refers to the document that outlines the procedures for monitoring and reporting
adverse events, it is often used to ensure compliance with regulatory requirements.
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Protocol Amendment: refers to the changes made to a clinical research study protocol, it is often used to
ensure compliance with regulatory requirements.

Protocol Deviation: refers to the deviation from the clinical research study protocol, it is often used to
ensure compliance with regulatory requirements.

Quiality Assurance Plan: refers to the document that outlines the procedures for ensuring quality in a clinical
research study, it is often used to ensure compliance with regulatory requirements.

Quality Control Plan: refers to the document that outlines the procedures for controlling quality in a clinical
research study, it is often used to ensure compliance with regulatory requirements.

Randomization Plan: refers to the document that outlines the procedures for randomizing clinical research
participants, it is often used to ensure compliance with regulatory requirements.

Regulatory Compliance Plan: refers to the document that outlines the procedures for ensuring regulatory
compliance in a clinical research study, it is often used to ensure compliance with regulatory requirements.
Regulatory Submission: refers to the process of submitting regulatory documents to regulatory authorities,
it is often used to ensure compliance with regulatory requirements.

Risk Assessment Plan: refers to the document that outlines the procedures for assessing risk in a clinical
research study, it is often used to ensure compliance with regulatory requirements.

Risk Management Plan: refers to the document that outlines the procedures for managing risk in a clinical
research study, it is often used to ensure compliance with regulatory requirements.

Safety Management Plan: refers to the document that outlines the procedures for managing safety in a
clinical research study, it is often used to ensure compliance with regulatory requirements.

Safety Monitoring Plan: refers to the document that outlines the procedures for monitoring safety in a
clinical research study, it is often used to ensure compliance with regulatory requirements.

Serious Adverse Event Reporting Plan: refers to the document that outlines the procedures for reporting
serious adverse events, it is often used to ensure compliance with regulatory requirements.

Site Initiation Visit: refers to the visit where the clinical research site is initiated, it is often used to ensure
compliance with regulatory requirements.

Site Management Plan: refers to the document that outlines the procedures for managing a clinical research
site, it is often used to ensure compliance with regulatory requirements.

Sponsor Oversight: refers to the process of overseeing and managing a clinical research study, it is often
used to ensure compliance with regulatory requirements.

Standard Operating Procedure: refers to the document that outlines the procedures for conducting a
specific task or activity, it is often used to ensure compliance with regulatory requirements.

Study Closure Plan: refers to the document that outlines the procedures for closing a clinical research study,
it is often used to ensure compliance with regulatory requirements.

Study Initiation Plan: refers to the document that outlines the procedures for initiating a clinical research
study, it is often used to ensure compliance with regulatory requirements.

Study Management Plan: refers to the document that outlines the procedures for managing a clinical
research study, it is often used to ensure compliance with regulatory requirements.

Study Monitoring Plan: refers to the document that outlines the procedures for monitoring a clinical
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research study, it is often used to ensure compliance with regulatory requirements.

Study Protocol: refers to the detailed plan for conducting a clinical research study, it is often used to ensure
compliance with regulatory requirements.

Subject Recruitment Plan: refers to the document that outlines the procedures for recruiting clinical research
participants, it is often used to ensure compliance with regulatory requirements.

Trial Master File: refers to the set of documents that contain all the essential information about a clinical
research study, it is often used to ensure compliance with regulatory requirements.

User Manual: refers to the document that provides instructions on how to use a system or device, it is often
used to ensure compliance with regulatory requirements.

Validation Plan: refers to the document that outlines the procedures for validating a system or device, it is
often used to ensure compliance with regulatory requirements.

Verification Plan: refers to the document that outlines the procedures for verifying a system or device, it is
often used to ensure compliance with regulatory requirements.

Vulnerability Assessment: refers to the process of assessing the vulnerability of a system or device, it is often
used to ensure compliance with regulatory requirements.

Workflow Diagram: refers to the diagram that illustrates the workflow of a clinical research study, it is often
used to ensure compliance with regulatory requirements.

Adverse Event Reporting System: refers to the system used to report adverse events, it is often used to
ensure compliance with regulatory requirements.

Audit Trail: refers to the record of all changes made to clinical research data, it is often used to ensure data
integrity and compliance.

Clinical Data Management System Audit: refers to the audit of the clinical data management system, it is
often used to ensure compliance with regulatory requirements.

Clinical Research Study Database: refers to the database used to store and manage clinical research data, it
is often used to ensure data quality and compliance.

Clinical Trial Management System: refers to the system used to manage and oversee clinical research
studies, it is often used to ensure compliance with regulatory requirements.

Compliance Monitoring: refers to the process of monitoring compliance with regulatory requirements, it is
often used to ensure compliance with regulatory requirements.

Computer System Validation Plan: refers to the document that outlines the procedures for validating
computer systems, it is often used to ensure compliance with regulatory requirements.

Corrective Action Plan Implementation: refers to the process of implementing a corrective action plan, it is
often used to ensure compliance with
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