CLINICAL RESEARCH TERMINOLOGY

CLINICAL RESEARCH TERMINOLOGY |S THE BEDROCK UPON WHICH EFFECTIVE AND ETHICAL SCIENTIFIC ADVANCEMENT IN
HEALTHCARE IS BUILT. NAVIGATING THE COMPLEX LANDSCAPE OF DRUG DEVELOPMENT, MEDICAL DEVICE TESTING, AND
OBSERVATIONAL STUDIES REQUIRES A DEEP UNDERSTANDING OF A SPECIALIZED LEXICON. THIS ARTICLE AIMS TO DEMYSTIFY THIS
CRITICAL LANGUAGE, PROVIDING A COMPREHENSIVE OVERVIEW OF KEY TERMS AND CONCEPTS THAT ARE ESSENTIAL FOR ANYONE
INVOLVED IN OR INTERESTED IN THE FIELD. WE WILL EXPLORE THE STAGES OF CLINICAL TRIALS, THE ROLES OF DIFFERENT
PARTICIPANTS, THE METHODOLOGIES EMPLOYED, AND THE REGULATORY FRAMEWORKS THAT GOVERN THESE VITAL
INVESTIGATIONS, ENSURING CLARITY AND PRECISION IN COMMUNICATION.
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UNDERSTANDING THE PHASES OF CLINICAL TRIALS

CLINICAL TRIALS ARE METICULOUSLY DESIGNED, STEP-BY-STEP INVESTIGATIONS CONDUCTED WITH HUMAN VOLUNTEERS TO
ANSWER SPECIFIC HEALTH QUESTIONS. THEY ARE FUNDAMENTAL TO DISCOVERING NEW TREATMENTS, AS WELL AS IMPROVING
EXISTING ONES. UUNDERSTANDING THE DISTINCT PHASES OF THESE TRIALS IS CRUCIAL FOR GRASPING THE PROGRESSION OF
MEDICAL RESEARCH FROM INITIAL DISCOVERY TO WIDESPREAD AVAILABILITY.

PHASE O: EXPLORATORY STUDIES

PHAse O TRIALS, SOMETIMES REFERRED TO AS EXPLORATORY OR FIRST-IN"HUMAN STUDIES, ARE THE EARLIEST STAGE OF HUMAN
TESTING. THESE STUDIES ARE TYPICALLY CONDUCTED WITH A VERY SMALL NUMBER OF PARTICIPANTS AND INVOLVE EXTREMELY
SMALL DOSES OF A DRUG. THE PRIMARY GOAL IS NOT TO ASSESS SAFETY OR EFFICACY BUT TO GATHER PRELIMINARY
INFORMATION ON HOW A DRUG IS PROCESSED BY THE BODY (PHARMACOKINETICS) AND HOW IT INTERACTS WITH ITS INTENDED
TARGET (PHARMACODYNAMICS). THIS EARLY EXPLORATION HELPS RESEARCHERS DECIDE WHETHER A DRUG CANDIDATE

W ARRANTS FURTHER, MORE EXTENSIVE INVESTIGATION.

PHASE 1: SAFETY AND DOSAGE

PHASE 1 TRIALS ARE THE FIRST STEP IN TESTING A NEW DRUG OR TREATMENT IN HUMANS. THE PRIMARY OBJECTIVE IS TO
EVALUATE THE SAFETY OF THE INVESTIGATIONAL PRODUCT, DETERMINE A SAFE DOSAGE RANGE, AND IDENTIFY SIDE EFFECTS.
THESE TRIALS OFTEN INVOLVE A SMALL GROUP OF HEALTHY VOLUNTEERS, THOUGH SOMETIMES INDIVIDUALS WITH THE DISEASE
OR CONDITION BEING STUDIED MAY PARTICIPATE. RESEARCHERS CLOSELY MONITOR PARTICIPANTS FOR ADVERSE REACTIONS AND
COLLECT DATA ON HOW THE DRUG IS ABSORBED, METABOLIZED, AND EXCRETED.

PHASE 2: EFFICACY AND SIDE EFFECTS

ONCE A DRUG HAS BEEN SHOWN TO BE SAFE IN PHASE 1, IT MOVES TO PHASE 2 TRIALS. THE MAIN GOAL HERE IS TO ASSESS
THE DRUG'S EFFECTIVENESS OR EFFICACY IN TREATING A SPECIFIC CONDITION AND TO FURTHER EVALUATE ITS SAFETY. THESE



STUDIES INVOLVE A LARGER GROUP OF PARTICIPANTS WHO HAVE THE DISEASE OR CONDITION FOR WHICH THE DRUG IS INTENDED.
RESEARCHERS COMPARE THE OUTCOMES OF PARTICIPANTS RECEIVING THE INVESTIGATIONAL DRUG WITH THOSE RECEIVING A
PLACEBO OR A STANDARD TREATMENT TO DETERMINE IF THE DRUG HAS A BENEFICIAL EFFECT.

PHASE 3: CONFIRMING EFFICACY AND MONITORING ADVERSE REACTIONS

PHASE 3 TRIALS ARE THE MOST EXTENSIVE STAGE OF CLINICAL TESTING, INVOLVING HUNDREDS OR EVEN THOUSANDS OF
PARTICIPANTS ACROSS MULTIPLE SITES. THE PRIMARY OBJECTIVES ARE TO CONFIRM THE INVESTIGATIONAL DRUG'S
EFFECTIVENESS, MONITOR SIDE EFFECTS, COMPARE IT TO COMMONLY USED TREATMENTS, AND COLLECT INFORMATION THAT WILL
ALLOW THE DRUG OR TREATMENT TO BE USED SAFELY. DATA FROM PHASE 3 TRIALS ARE CRUCIAL FOR REGULATORY AGENCIES,
SUCH As THE U.S. Foop anD DRUG ADMINISTRATION (FDA), TO MAKE DECISIONS ABOUT APPROVING A NEW DRUG FOR PUBLIC
USE.

PHASE 4: POST-MARKETING SURVEILLANCE

PHASE 4 TRIALS, ALSO KNOWN AS POST-MARKETING SURVEILLANCE, TAKE PLACE AFTER A DRUG HAS BEEN APPROVED AND IS
AVAILABLE TO THE PUBLIC. THESE STUDIES CONTINUE TO ASSESS THE DRUG'S SAFETY AND EFFICACY IN LARGER, MORE DIVERSE
POPULATIONS OVER LONGER PERIODS. THEY CAN IDENTIFY RARE SIDE EFFECTS, EXPLORE NEW USES FOR THE DRUG, AND COMPARE
IT WITH OTHER AVAILABLE TREATMENTS UNDER REAL-WORLD CONDITIONS. PHASE 4 TRIALS ARE VITAL FOR ONGOING DRUG
SAFETY MONITORING AND OPTIMIZING PATIENT CARE.

Key RoLes AND PARTICIPANTS IN CLINICAL RESEARCH

THE SUCCESS OF ANY CLINICAL TRIAL HINGES ON THE CONTRIBUTIONS OF A DIVERSE GROUP OF INDIVIDUALS AND ENTITIES, EACH
PLAYING A SPECIFIC AND INDISPENSABLE ROLE. UNDERSTANDING THESE ROLES CLARIFIES THE INTRICATE PROCESSES INVOLVED IN
BRINGING NEW MEDICAL ADVANCEMENTS TO FRUITION.

SPONSOR

THE SPONSOR IS THE INDIVIDUAL, COMPANY, ORGANIZATION, OR INSTITUTION THAT INITIATES, MANAGES, AND ASSUMES
RESPONSIBILITY FOR THE CLINICAL TRIAL. THIS COULD BE A PHARMACEUTICAL COMPANY, A BIOTECHNOLOGY FIRM, A MEDICAL
DEVICE MANUFACTURER, A GOVERNMENT AGENCY LIKE THE NATIONAL INSTITUTES OF HEALTH (NIH), OR AN ACADEMIC
INSTITUTION. THE SPONSOR IS RESPONSIBLE FOR FUNDING THE TRIAL, DESIGNING THE PROTOCOL, OVERSEEING ITS CONDUCT, AND
SUBMITTING THE RESULTS TO REGULATORY AUTHORITIES.

INVESTIGATOR

THE PRINCIPAL INVESTIGATOR (PD IS A PHYSICIAN OR RESEARCHER WHO IS RESPONSIBLE FOR THE OVERALL CONDUCT OF A
CLINICAL TRIAL AT A SPECIFIC RESEARCH SITE. THE Pl IS DIRECTLY RESPONSIBLE FOR THE SAFETY OF THE TRIAL PARTICIPANTS,
THE MANAGEMENT OF DATA COLLECTED AT THE SITE, AND ADHERENCE TO THE STUDY PROTOCOL AND APPLICABLE REGULATIONS.
THEY LEAD THE SITE'S RESEARCH TEAM AND ARE THE PRIMARY POINT OF CONTACT FOR THE SPONSOR AND REGULATORY
AGENCIES REGARDING THE TRIAL'S PROGRESS AT THEIR LOCATION.



ReseARCH COORDINATOR

RESEARCH COORDINATORS, ALSO KNOWN AS STUDY COORDINATORS OR CLINICAL RESEARCH COORDINATORS (CRCS), ARE
ESSENTIAL MEMBERS OF THE INVESTIGATIVE TEAM. THEY WORK UNDER THE DIRECTION OF THE PRINCIPAL INVESTIGATOR AND ARE
RESPONSIBLE FOR THE DAY-TO-DAY MANAGEMENT OF THE CLINICAL TRIAL AT A RESEARCH SITE. THEIR DUTIES INCLUDE
RECRUITING PARTICIPANTS, SCHEDULING APPOINTMENTS, COLLECTING DATA, MANAGING STUDY MEDICATIONS, ENSURING
PARTICIPANT SAFETY, AND MAINTAINING REGULATORY DOCUMENTS. THEIR ORGANIZATIONAL SKILLS ARE PARAMOUNT TO THE
EFFICIENT AND COMPLIANT EXECUTION OF A TRIAL.

STUDY PARTICIPANT (SUBJECT)

THE STUDY PARTICIPANT, OFTEN REFERRED TO AS A SUBJECT, IS AN INDIVIDUAL WHO VOLUNTARILY AGREES TO PARTICIPATE IN
A CLINICAL TRIAL. PARTICIPANTS RECEIVE AN INVESTIGATIONAL DRUG, DEVICE, OR PROCEDURE TO EVALUATE ITS SAFETY AND
EFFICACY. THEIR INFORMED CONSENT IS A FUNDAMENTAL ETHICAL AND LEGAL REQUIREMENT , ENSURING THEY UNDERSTAND THE
RISKS, BENEFITS, AND PROCEDURES INVOLVED BEFORE AGREEING TO PARTICIPATE. PARTICIPANTS ARE ESSENTIAL FOR GENERATING
THE DATA THAT DRIVES MEDICAL PROGRESS.

INsTITUTIONAL ReEVIEW BoArD (IRB) / ETHics CommiTTee (ECQ)

AN INsTITUTIONAL REVIEW BoarD (IRB) or ETHics CommiTTEE (EC) IS AN INDEPENDENT COMMITTEE THAT REVIEWS AND
APPROVES RESEARCH PROTOCOLS INVOLVING HUMAN SUBJECTS BEFORE THE RESEARCH BEGINS. | TS PRIMARY FUNCTION IS TO
PROTECT THE RIGHTS AND WELFARE OF HUMAN PARTICIPANTS. THE IRB/EC REVIEWS ASPECTS SUCH AS THE INFORMED CONSENT
PROCESS, THE RISKS AND BENEFITS TO PARTICIPANTS, THE STUDY'S SCIENTIFIC MERIT, AND THE QUALIFICATIONS OF THE
RESEARCH TEAM. THEY PROVIDE ONGOING OVERSIGHT THROUGHOUT THE TRIAL.

REGULATORY AUTHORITIES

REGULATORY AUTHORITIES, SUCH AS THE U.S. Foob AND DRUG ADMINISTRATION (FDA) Or THE EUROPEAN MEDICINES
AGENCY (EMA), ARE GOVERNMENT AGENCIES RESPONSIBLE FOR PROTECTING PUBLIC HEALTH BY ENSURING THE SAFETY, EFFICACY,
AND SECURITY OF HUMAN AND VETERINARY DRUGS, BIOLOGICAL PRODUCTS, AND MEDICAL DEVICES. THEY REVIEW TRIAL
PROTOCOLS, MONITOR TRIAL CONDUCT, AND EVALUATE THE DATA SUBMITTED BY SPONSORS BEFORE APPROVING NEW
TREATMENTS OR DEVICES FOR PUBLIC USE.

ESSENTIAL METHODOLOGIES AND STUDY DESIGNS

CLINICAL RESEARCH EMPLOYS A VARIETY OF METHODOLOGIES AND STUDY DESIGNS, EACH CHOSEN TO BEST ANSWER SPECIFIC
RESEARCH QUESTIONS WHILE MINIMIZING BIAS AND ENSURING THE VALIDITY OF THE FINDINGS. THE CHOICE OF DESIGN DIRECTLY
IMPACTS THE TYPE OF EVIDENCE GENERATED AND THE STRENGTH OF THE CONCLUSIONS THAT CAN BE DRAWN.

RanpoMizep ConTrRoLLED TrIAL (RCT)

A RaNDOMIZED CONTROLLED TRIAL (RCT) IS CONSIDERED THE GOLD STANDARD FOR EVALUATING THE EFFICACY OF NEW
INTERVENTIONS. IN AN RCT, PARTICIPANTS ARE RANDOMLY ASSIGNED TO RECEIVE EITHER THE INVESTIGATIONAL TREATMENT OR
A CONTROL (\X/HICH COULD BE A PLACEBO, STANDARD CARE, OR ANOTHER ACTIVE TREATMENT). RANDOMIZATION HELPS ENSURE
THAT THE GROUPS ARE COMPARABLE AT THE START OF THE STUDY, MINIMIZING THE RISK OF SELECTION BIAS. THIS DESIGN



ALLOWS RESEARCHERS TO ATTRIBUTE ANY OBSERVED DIFFERENCES IN OUTCOMES DIRECTLY TO THE INTERVENTION BEING TESTED.

BLINDING

BLINDING, ALSO KNOWN AS MASKING, IS A TECHNIQUE USED IN CLINICAL TRIALS TO PREVENT BIAS.

® SINGLE-BLIND: ONLY THE PARTICIPANTS ARE UNAWARE OF WHICH TREATMENT THEY ARE RECEIVING.

® DOUBLE-BLIND: NEITHER THE PARTICIPANTS NOR THE RESEARCHERS/CLINICIANS INTERACTING WITH THEM KNOW WHO IS
RECEIVING WHICH TREATMENT.

e TRIPLE-BLIND: IN ADDITION TO PARTICIPANTS AND RESEARCHERS, THE INDIVIDUALS ANALYZING THE DATA ARE ALSO
UNAARE OF TREATMENT ASSIGNMENTS UNTIL THE ANALYSIS IS COMPLETE.

BLINDING IS CRUCIAL FOR PREVENTING OBSERVER BIAS AND SUBJECTIVE REPORTING OF OUTCOMES.

PLACEBO

A PLACEBO IS AN INACTIVE SUBSTANCE OR TREATMENT THAT LOOKS IDENTICAL TO THE INVESTIGATIONAL DRUG OR TREATMENT
BEING STUDIED. |T IS USED IN CONTROLLED TRIALS TO ISOLATE THE EFFECTS OF THE ACTIVE TREATMENT FROM PSYCHOLOGICAL
EFFECTS OR OTHER NON-SPECIFIC FACTORS. WHEN A PLACERO IS USED, THE TRIAL IS OFTEN REFERRED TO AS A PLACEBO-
CONTROLLED TRIAL.

OBSERVATIONAL STUDIES

OBSERVATIONAL STUDIES DO NOT INVOLVE ANY INTERVENTION OR MANIPULATION BY THE RESEARCHER. |NSTEADI RESEARCHERS
OBSERVE AND COLLECT DATA ON PARTICIPANTS WITHOUT ATTEMPTING TO INFLUENCE THEIR BEHAVIOR OR TREATMENT.
EXAMPLES INCLUDE COHORT STUDIES, CASE-CONTROL STUDIES, AND CROSS-SECTIONAL STUDIES. \W/HILE THEY CAN IDENTIFY
ASSOCIATIONS AND RISK FACTORS, THEY ARE GENERALLY LESS CONCLUSIVE THAN RCTs FOR ESTABLISHING CAUSALITY DUE TO
THE POTENTIAL FOR CONFOUNDING VARIABLES.

COHORT STUDY

A COHORT STUDY FOLLOWS A GROUP OF INDIVIDUALS (A COHORT) OVER TIME TO OBSERVE THE INCIDENCE OF DISEASE OR
OTHER HEALTH OUTCOMES. PARTICIPANTS ARE SELECTED BASED ON THEIR EXPOSURE TO CERTAIN RISK FACTORS OR
TREATMENTS. THESE STUDIES CAN BE PROSPECTIVE (FOLLO\X/ING INDIVIDUALS INTO THE FUTURE) OR RETROSPECTIVE (LOOKING
BACK AT HISTORICAL DATA). THEY ARE USEFUL FOR STUDYING THE NATURAL HISTORY OF DISEASES AND IDENTIFYING POTENTIAL
CAUSES.

Case-CoNTROL STUDY

A CASE-CONTROL STUDY IS A RETROSPECTIVE STUDY DESIGN THAT IDENTIFIES INDIVIDUALS WITH A SPECIFIC OUTCOME OR
DISEASE (CASES) AND COMPARES THEM TO INDIVIDUALS WITHOUT THAT OUTCOME (CONTROLS). RESEARCHERS THEN LOOK
BACK IN TIME TO IDENTIFY DIFFERENCES IN EXPOSURES OR RISK FACTORS BETWEEN THE TWO GROUPS. THIS DESIGN IS EFFICIENT
FOR STUDYING RARE DISEASES BUT IS PRONE TO RECALL BIAS.



REGULATORY AND ETHICAL CONSIDERATIONS

CLINICAL RESEARCH IS GOVERNED BY STRINGENT REGULATORY AND ETHICAL PRINCIPLES TO ENSURE THE SAFETY AND RIGHTS OF
PARTICIPANTS, AS WELL AS THE INTEGRITY AND VALIDITY OF THE RESEARCH. THESE FRAMEWORKS ARE PARAMOUNT FOR PUBLIC
TRUST AND SCIENTIFIC CREDIBILITY.

Goob CuinicaL PracTice (GCP)

Goob CLINICAL PRACTICE (GCP) IS AN INTERNATIONAL ETHICAL AND SCIENTIFIC QUALITY STANDARD FOR DESIGNING,
CONDUCTING, RECORDING, AND REPORTING TRIALS THAT INVOLVE THE PARTICIPATION OF HUMAN SUBJECTS. ADHERENCE TO GCP
GUIDELINES ENSURES THAT THE DATA AND REPORTED RESULTS ARE CREDIBLE, ACCURATE, AND THAT THE RIGHTS, INTEGRITY, AND
CONFIDENTIALITY OF TRIAL SUBJECTS ARE PROTECTED. |T PROVIDES A UNIFIED STANDARD FOR THE CONDUCT OF CLINICAL TRIALS
¥ ORLDW!DE.

INFORMED CONSENT

INFORMED CONSENT IS A PROCESS BY WHICH A POTENTIAL RESEARCH PARTICIPANT VOLUNTARILY CONFIRMS THEIR WILLINGNESS
TO PARTICIPATE IN A PARTICULAR TRIAL, AFTER HAVING BEEN INFORMED OF ALL ASPECTS OF THE TRIAL THAT ARE RELEVANT TO
THEIR DECISION. THIS INCLUDES A CLEAR EXPLANATION OF THE STUDY'S PURPOSE, PROCEDURES, POTENTIAL RISKS AND BENEFITS,
ALTERNATIVE TREATMENTS, AND THE PARTICIPANT'S RIGHT TO WITHDRAW AT ANY TIME WITHOUT PENALTY. IT IS A
CORNERSTONE OF ETHICAL RESEARCH.

CONFIDENTIALITY

CONFIDENTIALITY IN CLINICAL RESEARCH REFERS TO THE PROTECTION OF PARTICIPANTS’ PERSONAL HEALTH INFORMATION AND
STUDY DATA. ALL DATA COLLECTED MUST BE KEPT SECURE AND ACCESSIBLE ONLY TO AUTHORIZED PERSONNEL. PARTICIPANTS'
PRIVACY MUST BE MAINTAINED, AND ANY IDENTIFYING INFORMATION SHOULD BE DE-IDENTIFIED OR ANONYMIZED WHENEVER
POSSIBLE IN PUBLICATIONS OR PRESENTATIONS. THIS BUILDS TRUST AND ENCOURAGES PARTICIPATION.

DecLARATION OF HELSINKI

THE DECLARATION OF HELSINKI IS A SET OF ETHICAL PRINCIPLES FOR MEDICAL RESEARCH INVOLVING HUMAN SUBJECTS, INCLUDING
RESEARCH ON IDENTIFIABLE HUMAN MATERIAL AND DATA. DEVELOPED BY THE W/ ORLD MEDICAL ASSOCIATION, IT PROVIDES
GUIDANCE ON ETHICAL CONSIDERATIONS SUCH AS INFORMED CONSENT, RISK-BENEFIT ASSESSMENT, AND THE PROTECTION OF
VULNERABLE POPULATIONS. |T HAS SERVED AS A FOUNDATIONAL DOCUMENT FOR ETHICAL GUIDELINES IN HUMAN
EXPERIMENTATION \WORLDW!IDE.

DATA MANAGEMENT AND ANALYSIS IN CLINICAL RESEARCH

THE METICULOUS COLLECTION, MANAGEMENT, AND ANALYSIS OF DATA ARE CRITICAL FOR DRAWING MEANINGFUL CONCLUSIONS
FROM CLINICAL TRIALS. ROBUST DATA PRACTICES ENSURE THE INTEGRITY OF THE RESEARCH AND THE RELIABILITY OF THE
RESULTS.



Case ReporT ForM (CRF)

A CaAse RepORT ForM (CRF) IS A PRINTED OR ELECTRONIC DOCUMENT DESIGNED BY THE SPONSOR TO COLLECT ALL THE
INFORMATION REQUIRED BY THE PROTOCOL FOR EACH PARTICIPANT IN A CLINICAL TRIAL. EACH CRF IS DESIGNED TO CAPTURE
SPECIFIC DATA POINTS, ENSURING CONSISTENCY IN DATA COLLECTION ACROSS ALL SITES AND INVESTIGATORS. THESE FORMS
ARE THEN USED TO COMPILE THE STUDY DATABASE.

ELecTronic DATA CapTure (EDC)

ELecTronNic DATA CapTURE (EDC) SYSTEMS ARE SOFTWARE PLATFORMS USED TO COLLECT AND MANAGE CLINICAL TRIAL
DATA ELECTRONICALLY. EDC sYSTEMS REPLACE PAPER-BASED CRFS, OFFERING NUMEROUS ADVANTAGES SUCH AS REAL-TIME
DATA ENTRY, BUILT-IN EDIT CHECKS TO ENSURE DATA ACCURACY AND COMPLETENESS, IMPROVED DATA QUALITY, AND FASTER
DATA AVAILABILITY FOR ANALYSIS. THIS TECHNOLOGY STREAMLINES THE DATA MANAGEMENT PROCESS.

STATISTICAL ANALYSIS PLAN (SAP)

A STATISTICAL ANALYSIS PLAN (SAP) IS A DETAILED DOCUMENT THAT OUTLINES THE STATISTICAL METHODS THAT WILL BE
USED TO ANALYZE THE DATA FROM A CLINICAL TRIAL. IT IS TYPICALLY PREPARED BEFORE THE TRIAL BEGINS OR AT THE TIME THE
DATABASE IS LOCKED. THE SAP SPECIFIES THE PRIMARY AND SECONDARY ENDPOINTS, THE STATISTICAL TESTS TO BE USED,
HOW MISSING DATA WILL BE HANDLED, AND THE METHODS FOR SUBGROUP ANALYSES. A PRE-DEFINED SAP HELPS PREVENT DATA-
DRIVEN BIAS.

INTENTION-TO-TREAT (ITT) ANALYSIS

THe INTENTION-TO-TREAT (ITT) PRINCIPLE IS A STATISTICAL METHOD FOR ANALYZING DATA IN CLINICAL TRIALS. |T INCLUDES
ALL RANDOMIZED PARTICIPANTS IN THE ANALYSIS, REGARDLESS OF WHETHER THEY RECEIVED THE ASSIGNED TREATMENT OR
COMPLETED THE STUDY. THE ITT ANALYSIS AIMS TO ESTIMATE THE EFFECT OF THE TREATMENT STRATEGY AS IT IS
IMPLEMENTED IN CLINICAL PRACTICE, PRESERVING THE BENEFITS OF RANDOMIZATION AND PROVIDING A MORE REALISTIC
ASSESSMENT OF TREATMENT EFFECTIVENESS.

CoMMON ACRONYMS AND ABBREVIATIONS

THE FIELD OF CLINICAL RESEARCH IS RIFE WITH ACRONYMS AND ABBREVIATIONS, WHICH, WHILE EFFICIENT FOR EXPERIENCED
PROFESSIONALS, CAN BE A SOURCE OF CONFUSION FOR NEW COMERS. FAMILIARITY WITH THESE SHORTHAND TERMS IS ESSENTIAL
FOR EFFECTIVE COMMUNICATION AND UNDERSTANDING OF TRIAL-RELATED DOCUMENTS AND DISCUSSIONS.

e AE: ADVERSE EVENT - ANY UNTOWARD MEDICAL OCCURRENCE IN A PATIENT OR CLINICAL INVESTIGATION SUBJECT
ADMINISTERED A PHARMACEUTICAL PRODUCT AND WHICH DOES NOT NECESSARILY HAVE A CAUSAL RELATIONSHIP WITH
THIS TREATMENT.

e SAE: Serious ADVERSE EVENT - AN ADVERSE EVENT THAT RESULTS IN DEATH, IS LIFETTHREATENING, REQUIRES
INPATIENT HOSPITALIZATION OR PROLONGATION OF EXISTING HOSPITALIZATION, RESULTS IN PERSISTENT OR SIGNIFICANT
DISABILITY/INCAPACITY, OR IS A CONGENITAL ANOMALY/BIRTH DEFECT.

o |CH: INTERNATIONAL COUNCIL FOR HARMONISATION OF TECHNICAL REQUIREMENTS FOR PHARMACEUTICALS FOR HUMAN
USE - AN ORGANIZATION THAT BRINGS TOGETHER REGULATORY AUTHORITIES AND THE PHARMACEUTICAL INDUSTRY TO
DISCUSS SCIENTIFIC AND TECHNICAL ASPECTS OF DRUG REGISTRATION.



o IND: INVESTIGATIONAL NEW DRUG - AN APPLICATION SUBMITTED TO THE FDA TO REQUEST PERMISSION TO ADMINISTER
AN INVESTIGATIONAL DRUG TO HUMANS.

o NDA: New DRUG APPLICATION - AN APPLICATION SUBMITTED TO THE FDA FOR APPROVAL TO MARKET A NEW DRUG.

o CRO: CoNTRACT RESEARCH ORGANIZATION = AN ORGANIZATION THAT PROVIDES SUPPORT TO THE PHARMACEUTICAL,
BIOTECHNOLOGY, AND MEDICAL DEVICE INDUSTRIES IN THE FORM OF RESEARCH SERVICES OUTSOURCED ON A CONTRACT
BASIS.

o PIS: PARTICIPANT INFORMATION SHEET - A DOCUMENT PROVIDED TO POTENTIAL PARTICIPANTS THAT CONTAINS
DETAILED INFORMATION ABOUT A CLINICAL TRIAL.

o DI: DATA INTEGRITY - THE DEGREE TO WHICH A COMPLETE AND ACCURATE RECORD OF ALL RESEARCH DATA IS
MAINT AINED.

MASTERING CLINICAL RESEARCH TERMINOLOGY IS AN ONGOING JOURNEY, BUT A FOUNDATIONAL UNDERSTANDING OF THESE TERMS
IS AN INDISPENSABLE ASSET FOR ANYONE ENGAGING WITH THE INTRICATE WORLD OF MEDICAL INNOVATION. FROM THE
METICULOUS DESIGN OF TRIAL PROTOCOLS TO THE ETHICAL CONSIDERATIONS GUIDING PARTICIPANT SAFETY AND THE RIGOROUS
ANALYSIS OF COLLECTED DATA, EACH ELEMENT IS INTERCONNECTED AND RELIES ON PRECISE LANGUAGE FOR EFFECTIVE EXECUTION
AND INTERPRETATION. AS THE LANDSCAPE OF HEALTHCARE CONTINUES TO EVOLVE, SO TOO WILL THE LANGUAGE USED TO
DESCRIBE ITS ADVANCEMENTS, MAKING CONTINUOUS LEARNING AND ADAPTATION KEY TO NAVIGATING THIS VITAL FIELD.

FAQ

Q: WHAT IS THE PRIMARY DIFFERENCE BETWEEN PHASE 1 AND PHASE 2 CLINICAL
TRIALS?

A: THE PRIMARY DIFFERENCE LIES IN THEIR OBJECTIVES. PHASE 1 TRIALS FOCUS ON ASSESSING THE SAFETY OF A NEW DRUG OR
TREATMENT AND DETERMINING A SAFE DOSAGE RANGE IN A SMALL GROUP OF PARTICIPANTS (OFTEN HEALTHY VOLUNTEERS).
PHASE 2 TRIALS, CONVERSELY, AIM TO EVALUATE THE DRUG'S EFFICACY OR EFFECTIVENESS IN TREATING A SPECIFIC CONDITION
AND FURTHER ASSESS ITS SAFETY IN A LARGER GROUP OF PATIENTS WHO HAVE THE CONDITION BEING STUDIED.

Q: \WHY IS INFORMED CONSENT SO CRITICAL IN CLINICAL RESEARCH?

A: INFORMED CONSENT IS CRITICAL BECAUSE IT UPHOLDS THE ETHICAL PRINCIPLE OF RESPECT FOR PERSONS. |T ENSURES THAT
POTENTIAL PARTICIPANTS ARE FULLY AWARE OF THE NATURE OF THE STUDY, INCLUDING ITS PURPOSE, PROCEDURES, POTENTIAL
RISKS AND BENEFITS, ALTERNATIVES, AND THEIR RIGHT TO WITHDRAW AT ANY TIME WITHOUT PENALTY. THIS EMPOWERS
INDIVIDUALS TO MAKE A VOLUNTARY AND KNOWLEDGEABLE DECISION ABOUT THEIR PARTICIPATION, PROTECTING THEIR
AUTONOMY AND WELL-BEING.

QZ \WHAT IS THE ROLE OF A PLACEBO IN CLINICAL TRIALS?

A: A PLACEBO IS AN INACTIVE SUBSTANCE OR TREATMENT USED IN CLINICAL TRIALS TO ACT AS A CONTROL. ITS PURPOSE IS
TO HELP RESEARCHERS DIFFERENTIATE THE SPECIFIC EFFECTS OF THE INVESTIGATIONAL DRUG OR TREATMENT FROM
PSYCHOLOGICAL EFFECTS, THE NATURAL COURSE OF THE DISEASE, OR OTHER NON-SPECIFIC FACTORS. By COMPARING
OUTCOMES BETWEEN GROUPS RECEIVING THE ACTIVE TREATMENT AND THOSE RECEIVING A PLACEBO, RESEARCHERS CAN MORE
ACCURATELY DETERMINE THE TRUE EFFICACY OF THE INTERVENTION.



Q: How poEes THE FDA ENSURE THE SAFETY AND EFFICACY OF DRUGS BEFORE THEY ARE
APPROVED?

A: THE FDA EMPLOYS A RIGOROUS MULTI-STAGE REVIEW PROCESS. THEY OVERSEE THE CONDUCT OF CLINICAL TRIALS, REVIEW
ALL SUBMITTED DATA FROM PRECLINICAL STUDIES AND CLINICAL TRIALS (PHASES T, 2/ AND 3)/ AND EVALUATE THE DRUG'S
SAFETY AND EFFICACY PROFILE. THIS EVALUATION INCLUDES ASSESSING POTENTIAL RISKS VERSUS BENEFITS, MANUFACTURING
QUALITY, AND LABELING INFORMATION BEFORE MAKING A DECISION ON WHETHER TO APPROVE THE DRUG FOR MARKETING.

Q: WHAT DOES “DOUBLE-BLIND” MEAN IN THE CONTEXT OF CLINICAL RESEARCH
TERMINOLOGY?

A: A DOUBLE-BLIND STUDY MEANS THAT NEITHER THE PARTICIPANTS RECEIVING THE TREATMENT NOR THE RESEARCHERS
ADMINISTERING IT OR ASSESSING OUTCOMES KNOW WHICH PARTICIPANTS ARE RECEIVING THE INVESTIGATIONAL DRUG AND WHICH
ARE RECEIVING THE CONTROL (PLACEBO OR STANDARD TREATMENT). THIS METHOD IS CRUCIAL FOR MINIMIZING BIAS IN DATA
COLLECTION AND INTERPRETATION, AS IT PREVENTS BOTH PARTICIPANTS AND RESEARCHERS FROM CONSCIOUSLY OR
UNCONSCIOUSLY INFLUENCING THE RESULTS.

Q: WHAT IS THE SIGNIFICANCE oF Goob CLINIcAL PracTice (GCP)?

A: Goob CLiNicaL PracTice (GCP) IS AN INTERNATIONAL ETHICAL AND SCIENTIFIC QUALITY STANDARD THAT GUIDES THE
CONDUCT OF CLINICAL TRIALS INVOLVING HUMAN SUBJECTS. ADHERING TO GCP ENSURES THAT THE RIGHTS, SAFETY, AND
WELL-BEING OF TRIAL PARTICIPANTS ARE PROTECTED, AND THAT THE CLINICAL TRIAL DATA AND REPORTED RESULTS ARE
CREDIBLE AND ACCURATE. |T PROVIDES A UNIFIED FRAMEWORK FOR ETHICAL AND SCIENTIFIC QUALITY.

Q: WHAT IS THE DIFFERENCE BETWEEN AN ADVERSE EVENT (AE) AND A SErIOUS
ADpVERSE EVENT (SAE)?

A: AN AbVerse EVENT (AE) IS ANY UNTOWARD MEDICAL OCCURRENCE IN A PATIENT OR CLINICAL INVESTIGATION SUBJECT
ADMINISTERED A PHARMACEUTICAL PRODUCT, REGARDLESS OF WHETHER IT IS CONSIDERED CAUSALLY RELATED TO THE
TREATMENT. A Serious ADVERSE EVENT (SAE), HOWEVER, IS AN AE THAT RESULTS IN DEATH, IS LIFE-THREATENING, REQUIRES
INPATIENT HOSPITALIZATION OR PROLONGATION OF EXISTING HOSPITALIZATION, RESULTS IN PERSISTENT OR SIGNIFICANT
DISABILITY/INCAPACITY, OR IS A CONGENITAL ANOMALY/BIRTH DEFECT. SAES REQUIRE IMMEDIATE REPORTING TO REGULATORY
AUTHORITIES AND ETHICS COMMITTEES.
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