CLINICAL TRIAL WRITING TERMS

TITLE: NAVIGATING THE LANDSCAPE: A CoMPREHENSIVE GUIDE TO CLINICAL TRIAL WRITING TERMS

CLINICAL TRIAL WRITING TERMS ARE THE SPECIALIZED VOCABULARY THAT FORMS THE BEDROCK OF COMMUNICATION AND
DOCUMENTATION WITHIN THE COMPLEX WORLD OF MEDICAL RESEARCH. FROM THE INITIAL PROTOCOL DESIGN TO THE FINAL
STUDY REPORT, UNDERSTANDING THESE TERMS IS CRUCIAL FOR RESEARCHERS, SPONSORS, REGULATORY BODIES, AND EVEN
PATIENTS INVOLVED IN THE CLINICAL TRIAL PROCESS. THIS ARTICLE WILL DEMYSTIFY THESE ESSENTIAL TERMS, OFFERING A
DETAILED EXPLORATION OF THEIR MEANINGS AND SIGNIFICANCE. W/E WILL DELVE INTO THE FOUNDATIONAL CONCEPTS, EXPLORE
THE TERMINOLOGY SURROUNDING STUDY DESIGN AND CONDUCT, CLARIFY THE LANGUAGE USED IN DATA MANAGEMENT AND
ANALYSIS, AND FINALLY, EXAMINE THE TERMS RELATED TO REGULATORY SUBMISSIONS AND ETHICAL CONSIDERATIONS.
MASTERING THIS LEXICON EMPOWERS PROFESSIONALS TO ENSURE ACCURACY, CLARITY, AND COMPLIANCE THROUGHOUT THE
ENTIRE LIFECYCLE OF A CLINICAL TRIAL.
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FoOUNDATIONAL CLINICAL TRIAL WRITING TERMS

UNDERSTANDING THE FUNDAMENTAL BUILDING BLOCKS OF CLINICAL TRIAL DOCUMENTATION IS PARAMOUNT FOR ANYONE
INVOLVED IN THE FIELD. THESE TERMS PROVIDE THE ESSENTIAL CONTEXT FOR ALL SUBSEQUENT DISCUSSIONS AND WRITINGS
RELATED TO CLINICAL RESEARCH. THEY DEFINE THE CORE ELEMENTS OF A STUDY AND THE INDIVIDUALS OR ENTITIES RESPONSIBLE
FOR ITS EXECUTION.

ProTOCOL

THE PROTOCOL IS THE MASTER BLUEPRINT FOR A CLINICAL TRIAL. |T IS A DETAILED DOCUMENT THAT OQUTLINES THE OBJECTIVES,
DESIGN, METHODOLOGY, STATISTICAL CONSIDERATIONS, AND ORGANIZATION OF A CLINICAL TRIAL. IT SERVES AS A GUIDE FOR
INVESTIGATORS AND ALL OTHER PERSONNEL INVOLVED IN CONDUCTING THE TRIAL, ENSURING CONSISTENCY AND ADHERENCE TO
SCIENTIFIC AND ETHICAL STANDARDS. KEY COMPONENTS TYPICALLY INCLUDE BACKGROUND INFORMATION, STUDY OBJECTIVES,
PARTICIPANT ELIGIBILITY CRITERIA, TREATMENT REGIMENS, STUDY PROCEDURES, AND SAFETY ASSESSMENTS. THE PROTOCOL IS A
CRITICAL DOCUMENT FOR OBTAINING ETHICAL APPROVAL AND REGULATORY AUTHORIZATION.

INFORMED CoNnsenNT ForM (ICF)

THE INFORMED CONSENT FORM IS A DOCUMENT THAT PROVIDES POTENTIAL PARTICIPANTS WITH COMPREHENSIVE INFORMATION
ABOUT A CLINICAL TRIAL. |T EXPLAINS THE PURPOSE OF THE STUDY, ITS PROCEDURES, POTENTIAL RISKS AND BENEFITS,
ALTERNATIVE TREATMENTS, AND THEIR RIGHT TO WITHDRAW AT ANY TIME WITHOUT PENALTY. THe ICF IS A LEGAL AND
ETHICAL REQUIREMENT, ENSURING THAT PARTICIPANTS VOLUNTARILY AGREE TO JOIN A TRIAL AFTER UNDERSTANDING ALL
RELEVANT ASPECTS. THE WRITING OF THE ICF DEMANDS CLARITY, ACCESSIBILITY, AND A NON-COERCIVE TONE.

INVESTIGATOR'S BRocHURE (IB)

THE INVESTIGATOR'S BROCHURE IS A COMPILATION OF CLINICAL AND NON-CLINICAL DATA ON THE INVESTIGATIONAL PRODUCT
(DRUG OR DEVICE) THAT IS RELEVANT TO ITS STUDY IN HUMANS. |T PROVIDES INVESTIGATORS WITH DETAILED INFORMATION
ABOUT THE PRODUCT'S PROPERTIES, POTENTIAL SIDE EFFECTS, AND SAFETY PROFILE. THE IB 1S ESSENTIAL FOR INVESTIGATORS



TO UNDERSTAND THE INVESTIGATIONAL PRODUCT THOROUGHLY AND TO PROVIDE APPROPRIATE CARE TO TRIAL PARTICIPANTS.
[T IS REGULARLY UPDATED AS NEW INFORMATION BECOMES AVAILABLE.

SPONSOR

THE SPONSOR IS THE INDIVIDUAL, COMPANY, ORGANIZATION, OR INSTITUTION THAT INITIATES, MANAGES, AND/OR FINANCES A
CLINICAL TRIAL. THE SPONSOR HOLDS ULTIMATE RESPONSIBILITY FOR THE TRIAL'S CONDUCT, DATA INTEGRITY, AND THE SAFETY
OF PARTICIPANTS. THIS CAN RANGE FROM PHARMACEUTICAL COMPANIES DEVELOPING NEW DRUGS TO ACADEMIC INSTITUTIONS
CONDUCTING RESEARCH.

PrINCIPAL INVESTIGATOR (PI)

THE PRINCIPAL INVESTIGATOR IS THE LEAD RESEARCHER RESPONSIBLE FOR THE CONDUCT OF A CLINICAL TRIAL AT A SPECIFIC
STUDY SITE. THE Pl OVERSEES THE DAY-TO-DAY OPERATIONS OF THE TRIAL, INCLUDING PARTICIPANT RECRUITMENT, DATA
COLLECTION, SAFETY MONITORING, AND ENSURING COMPLIANCE WITH THE PROTOCOL AND REGULATORY REQUIREMENTS. THEY
ARE ULTIMATELY ACCOUNTABLE FOR THE TRIAL'S SUCCESS AND THE WELL-BEING OF THE PARTICIPANTS AT THEIR SITE.

SuUB-INVESTIGATOR

A SUB-INVESTIGATOR IS A MEMBER OF THE CLINICAL TRIAL RESEARCH TEAM WHO WORKS UNDER THE SUPERVISION OF THE
PRINCIPAL INVESTIGATOR. THEY ASSIST THE Pl IN PERFORMING STUDY-RELATED DUTIES, SUCH AS PARTICIPANT EXAMINATIONS,
DATA ENTRY, AND MONITORING. SUB-INVESTIGATORS ARE QUALIFIED MEDICAL PROFESSIONALS WHO CONTRIBUTE TO THE
OVERALL EXECUTION OF THE TRIAL AT A STUDY SITE.

CuinicaL TrIAL DesieN AND ConpbucT TERMS

THE DESIGN AND CONDUCT OF A CLINICAL TRIAL INVOLVE A MULTITUDE OF SPECIFIC TERMS THAT DICTATE HOW THE STUDY IS
STRUCTURED, HOW DATA IS COLLECTED, AND HOW PARTICIPANTS ARE MANAGED. THESE TERMS ENSURE SCIENTIFIC RIGOR AND
ETHICAL CONDUCT THROUGHOUT THE TRIAL'S PROGRESSION.

RANDOMIZATION

RANDOMIZATION IS THE PROCESS OF ASSIGNING PARTICIPANTS TO DIFFERENT TREATMENT GROUPS (E.G., ACTIVE TREATMENT VS.
PLACEBO) BY CHANCE. THIS METHOD HELPS TO MINIMIZE BIAS AND ENSURES THAT THE GROUPS ARE COMPARABLE AT THE START
OF THE TRIAL. |T IS A CRITICAL TECHNIQUE FOR ESTABLISHING CAUSALITY BETWEEN THE INTERVENTION AND THE OUTCOME.

BLINDING (MASKING)

BLINDING, OR MASKING, IS A PROCEDURE IN WHICH ONE OR MORE PARTIES INVOLVED IN A CLINICAL TRIAL ARE UNAWARE OF WHICH
TREATMENT THE PARTICIPANTS ARE RECEIVING. THIS CAN BE SINGLE-BLIND (PARTICIPANT IS UNA\X/ARE), DOUBLE-BLIND
(PARTICIPANT AND INVESTIGATOR ARE UNA\X/ARE), OR TRIPLE-BLIND (PARTICIPANT, INVESTIGATOR, AND DATA ANALYSTS ARE
UNA\X/ARE). BLINDING IS USED TO PREVENT BIAS IN THE ASSESSMENT OF OUTCOMES AND REPORTING OF ADVERSE EVENTS.

PLACEBO

A PLACEBO IS AN INACTIVE SUBSTANCE OR TREATMENT THAT IS DESIGNED TO LOOK IDENTICAL TO THE ACTIVE
INVESTIGATIONAL PRODUCT. |T IS USED IN CLINICAL TRIALS AS A COMPARATOR TO DETERMINE THE TRUE EFFECT OF THE ACTIVE
TREATMENT, ACCOUNTING FOR THE PLACEBO EFFECT, WHICH IS A PSYCHOLOGICAL RESPONSE TO RECEIVING ANY FORM OF



TREATMENT.

ENDPOINT

AN ENDPOINT IS A SPECIFIC EVENT OR OUTCOME THAT IS MEASURED IN A CLINICAL TRIAL TO ASSESS THE EFFECT OF AN
INVESTIGATIONAL PRODUCT. THERE ARE PRIMARY ENDPOINTS, WHICH ARE THE MAIN OUTCOMES USED TO DETERMINE THE SUCCESS
OF THE TRIAL, AND SECONDARY ENDPOINTS, WHICH PROVIDE ADDITIONAL INFORMATION ABOUT THE TREATMENT'S EFFECTS.
EXAMPLES INCLUDE SURVIVAL RATES, REDUCTION IN TUMOR SIZE, OR IMPROVEMENT IN DISEASE SYMPTOMS.

Apverse EVenT (AE)

AN ADVERSE EVENT IS ANY UNTOWARD MEDICAL OCCURRENCE IN A PATIENT OR CLINICAL TRIAL SUBJECT ADMINISTERED A
PHARMACEUTICAL PRODUCT AND WHICH DOES NOT NECESSARILY HAVE A CAUSAL RELATIONSHIP WITH THIS TREATMENT. AEs
ARE CLOSELY MONITORED AND REPORTED TO ASSESS THE SAFETY OF THE INVESTIGATIONAL PRODUCT.

Serious AbVEerse EVent (SAE)

A SERIOUS ADVERSE EVENT IS AN AE THAT RESULTS IN DEATH, IS LIFEFTHREATENING, REQUIRES INPATIENT HOSPITALIZATION OR
PROLONGATION OF EXISTING HOSPITALIZATION, RESULTS IN PERSISTENT OR SIGNIFICANT DISABILITY/INCAPACITY, ORIS A
CONGENITAL ANOMALY/BIRTH DEFECT. SAES REQUIRE PROMPT REPORTING TO REGULATORY AUTHORITIES AND ETHICS
COMMITTEES.

Case RerorT ForM (CRF)

A CASE REPORT FORM IS A PAPER OR ELECTRONIC DOCUMENT USED TO COLLECT DATA FOR EACH PARTICIPANT IN A CLINICAL
TRIAL. EACH CRF IS DESIGNED TO CAPTURE ALL THE DATA REQUIRED BY THE STUDY PROTOCOL, INCLUDING DEMOGRAPHIC
INFORMATION, MEDICAL HISTORY, STUDY PROCEDURES, AND OUTCOME MEASURES. CRFs ARE THE PRIMARY SOURCE OF DATA FOR
THE TRIAL.

STANDARD OPERATING PROCEDURE (SOP)

A STANDARD OPERATING PROCEDURE IS A WRITTEN INSTRUCTION THAT DESCRIBES IN DETAIL HOW TO PERFORM A SPECIFIC
ACTIVITY OR PROCEDURE. IN CLINICAL TRIALS, SOPs ENSURE CONSISTENCY, QUALITY, AND COMPLIANCE IN ALL RESEARCH
ACTIVITIES, FROM DATA COLLECTION TO DRUG ACCOUNTABILITY. THEY ARE ESSENTIAL FOR MAINTAINING THE INTEGRITY OF THE
TRIAL.

DATA MANAGEMENT AND ANALYSIS TERMS

THE ACCURATE COLLECTION, MANAGEMENT, AND ANALYSIS OF DATA ARE FUNDAMENTAL TO DRAWING VALID CONCLUSIONS
FROM A CLINICAL TRIAL. THE TERMINOLOGY IN THIS AREA ENSURES THAT THE SCIENTIFIC FINDINGS ARE ROBUST AND
REPRODUCIBLE.

DATA VALIDATION

DATA VALIDATION IS THE PROCESS OF ENSURING THAT THE DATA COLLECTED IN A CLINICAL TRIAL IS ACCURATE, COMPLETE,
CONSISTENT, AND RELIABLE. THIS INVOLVES CHECKING FOR ERRORS, INCONSISTENCIES, AND MISSING INFORMATION BEFORE THE
DATA IS USED FOR ANALYSIS. |T IS A CRITICAL STEP IN MAINTAINING DATA INTEGRITY.



DAaTABASE Lock

DATABASE LOCK IS THE PROCESS OF FINALIZING THE CLINICAL TRIAL DATABASE, MEANING THAT NO FURTHER CHANGES CAN BE
MADE TO THE DATA. ONCE THE DATABASE IS LOCKED, THE DATA IS CONSIDERED COMPLETE AND READY FOR STATISTICAL
ANALYSIS. THIS STEP IS CRUCIAL FOR ENSURING THAT THE ANALYSIS IS PERFORMED ON A STABLE AND VERIFIED DATASET.

STATISTICAL ANALYSIS PLAN (SAP)

THE STATISTICAL ANALYSIS PLAN IS A DETAILED DOCUMENT THAT OUTLINES THE STATISTICAL METHODS TO BE USED TO
ANALYZE THE DATA FROM A CLINICAL TRIAL. |T SPECIFIES THE PRIMARY AND SECONDARY ENDPOINTS, THE STATISTICAL TESTS
TO BE APPLIED, AND HOW MISSING DATA WILL BE HANDLED. THE SAP IS DEVELOPED BEFORE THE DATA IS ANALYZED TO PREVENT
BIAS IN THE INTERPRETATION OF RESULTS.

INTENT-TO-TREAT (ITT) ANALYSIS

INTENT-TO-TREAT ANALYSIS IS A METHOD OF STATISTICAL ANALYSIS WHERE ALL RANDOMIZED PARTICIPANTS ARE INCLUDED IN
THE ANALYSIS ACCORDING TO THE GROUP TO WHICH THEY WERE ORIGINALLY ASSIGNED, REGARDLESS OF WHETHER THEY
RECEIVED THE ASSIGNED TREATMENT OR COMPLETED THE STUDY. THIS APPROACH HELPS TO PRESERVE THE BENEFITS OF
RANDOMIZATION AND PROVIDES A MORE REALISTIC ESTIMATE OF THE TREATMENT EFFECT IN A REAL-WORLD SETTING.

Per-ProTOCOL ANALYSIS

A PER-PROTOCOL ANALYSIS INCLUDES ONLY THOSE PARTICIPANTS WHO COMPLETED THE TRIAL ACCORDING TO THE PROTOCOL
AND RECEIVED THE ASSIGNED TREATMENT AS INTENDED. W/HILE THIS CAN PROVIDE INSIGHTS INTO THE EFFICACY OF THE
TREATMENT UNDER IDEAL CONDITIONS, IT MAY BE MORE SUSCEPTIBLE TO BIAS THAN ITT ANALYSIS.

Conripence INTErvAL (CI)

A CONFIDENCE INTERVAL IS A RANGE OF VALUES THAT IS LIKELY TO CONTAIN THE TRUE POPULATION PARAMETER. IN CLINICAL
TRIALS, A CONFIDENCE INTERVAL FOR A TREATMENT EFFECT PROVIDES A RANGE OF PLAUSIBLE VALUES FOR THE MAGNITUDE OF
THAT EFFECT. A NARROW CONFIDENCE INTERVAL INDICATES MORE PRECISE ESTIMATION.

REGULATORY AND ETHICAL CLINICAL TRIAL WRITING TERMS

NAVIGATING THE REGULATORY LANDSCAPE AND ADHERING TO ETHICAL PRINCIPLES ARE NON-NEGOTIABLE ASPECTS OF CLINICAL
TRIAL WRITING. THESE TERMS ENSURE THAT RESEARCH IS CONDUCTED RESPONSIBLY AND MEETS THE STANDARDS SET BY
GOVERNING BODIES AND ETHICAL REVIEW COMMITTEES.

INsTITUTIONAL ReviEw Boarpd (IRB) / ETHics CommiTTee (EC)

AN INSTITUTIONAL ReviEw Boarp (IRB) or ETHIcs CommiTTEE (EC) IS AN INDEPENDENT COMMITTEE RESPONSIBLE FOR
REVIEWING AND APPROVING CLINICAL TRIAL PROTOCOLS AND RELATED DOCUMENTS TO ENSURE THE PROTECTION OF HUMAN
PARTICIPANTS' RIGHTS, SAFETY, AND WELL-BEING. THEY PROVIDE ONGOING OVERSIGHT OF THE TRIAL.

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 HUMANS. ADHERENCE TO GCP ENSURES



THAT THE DATA AND REPORTED RESULTS ARE CREDIBLE, ACCURATE, AND THAT THE RIGHTS, SAFETY, AND WELL-BEING OF TRIAL
PARTICIPANTS ARE PROTECTED.

Foob anp DruG ApMiNisTRATION (FDA)

THe Foob AND DrRuUG ADMINISTRATION (FDA) IS A REGULATORY AGENCY OF THE UNITED STATES DEPARTMENT OF HEALTH
AND HUMAN SERVICES RESPONSIBLE FOR PROTECTING PUBLIC HEALTH BY ENSURING THE SAFETY, EFFICACY, AND SECURITY OF
HUMAN AND VETERINARY DRUGS, BIOLOGICAL PRODUCTS, MEDICAL DEVICES, FOOD SUPPLY, COSMETICS, AND PRODUCTS THAT
EMIT RADIATION. THEY PLAY A CRITICAL ROLE IN APPROVING NEW DRUGS AND MEDICAL DEVICES FOR USE.

EuroPeAN MepicINEs AGency (EMA)

THe EUroPEAN MeDICINES AGENCY (EMA) IS A DECENTRALIZED AGENCY OF THE EUROPEAN UNION RESPONSIBLE FOR THE
SCIENTIFIC EVALUATION, SUPERVISION, AND SAFETY MONITORING OF MEDICINES IN THE EU. SIMILAR TO THE FDA, THE EMA
PLAYS A CRUCIAL ROLE IN THE AUTHORIZATION AND OVERSIGHT OF CLINICAL TRIALS WITHIN ITS MEMBER STATES.

INvVESTIGATIONAL New DruG (IND) APPLICATION

AN INVESTIGATIONAL NEw DrUG (IND) APPLICATION IS A REQUEST SUBMITTED TO REGULATORY AUTHORITIES (LIKE THE FDA)
BY A DRUG SPONSOR TO SEEK PERMISSION TO ADMINISTER AN INVESTIGATIONAL DRUG OR BIOLOGIC PRODUCT TO HUMANS IN A
CLINICAL TRIAL. THE IND INCLUDES COMPREHENSIVE INFORMATION ON THE DRUG'S CHEMISTRY, MANUFACTURING, CONTROLS, AND
PRECLINICAL DATA.

New DruG AppLICATION (NDA)

A New DruG AppLicATION (NDA) IS THE FORMAL SUBMISSION MADE TO REGULATORY AUTHORITIES (LIKE THE FDA) SEEKING
APPROVAL TO MARKET A NEW PHARMACEUTICAL DRUG FOR USE IN THE GENERAL POPULATION. |T CONTAINS ALL THE DATA
GATHERED FROM PRECLINICAL AND CLINICAL STUDIES, DEMONSTRATING THE DRUG'S SAFETY AND EFFICACY.

THE METICULOUS USE OF THESE CLINICAL TRIAL WRITING TERMS IS NOT MERELY A MATTER OF JARGON; IT IS FUNDAMENTAL TO
THE INTEGRITY, ETHICAL EXECUTION, AND ULTIMATE SUCCESS OF CLINICAL RESEARCH. FROM THE INITIAL PROTOCOL, WHICH
LAYS THE GROUNDWORK, TO THE FINAL REGULATORY SUBMISSIONS, EACH TERM CARRIES SIGNIFICANT WEIGHT AND
RESPONSIBILITY. A CLEAR AND ACCURATE UNDERSTANDING OF THIS SPECIALIZED LANGUAGE ENSURES THAT THE VITAL WORK OF
DEVELOPING NEW TREATMENTS AND THERAPIES IS CONDUCTED WITH THE HIGHEST STANDARDS OF SCIENTIFIC RIGOR AND ETHICAL
CONSIDERATION. PROFESSIONALS WHO MASTER THESE TERMS ARE BETTER EQUIPPED TO CONTRIBUTE TO ADVANCEMENTS IN
HEALTHCARE, SAFEGUARDING BOTH RESEARCH INTEGRITY AND PATIENT WELL-BEING.

FREQUENTLY ASKeD QUESTIONS

QZ WHAT IS THE MOST CRITICAL DOCUMENT IN CLINICAL TRIAL WRITING?

A: THE MOST CRITICAL DOCUMENT IN CLINICAL TRIAL WRITING IS GENERALLY CONSIDERED TO BE THE PROTOCOL. |T SERVES AS
THE COMPREHENSIVE ROADMAP FOR THE ENTIRE STUDY, DICTATING ITS OBJECTIVES, METHODOLOGY, AND ETHICAL
CONSIDERATIONS. ITS ACCURACY AND CLARITY ARE PARAMOUNT FOR THE SUCCESSFUL AND COMPLIANT EXECUTION OF THE
TRIAL.



QZ \WHY IS RANDOMIZATION IMPORTANT IN CLINICAL TRIAL WRITING?

A: RANDOMIZATION IS IMPORTANT BECAUSE IT MINIMIZES BIAS BY ENSURING THAT PARTICIPANTS ARE ASSIGNED TO TREATMENT
GROUPS BY CHANCE. THIS HELPS TO CREATE COMPARABLE GROUPS, ALLOWING RESEARCHERS TO ATTRIBUTE OBSERVED
DIFFERENCES IN OUTCOMES PRIMARILY TO THE INTERVENTION BEING STUDIED RATHER THAN PRE-EXISTING DIFFERENCES BET\WEEN
PARTICIPANTS.

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

A: AN ADVERSE EVENT (AE) IS ANY UNTOWARD MEDICAL OCCURRENCE IN A PARTICIPANT DURING A TRIAL, REGARDLESS OF
CAUSALITY. A Serious ApVERSE EVENT (SAE) Is A MORE SEVERE AE THAT RESULTS IN DEATH, IS LIFE-THREATENING,
REQUIRES HOSPITALIZATION, LEADS TO PERSISTENT DISABILITY, OR IS A CONGENITAL ANOMALY. SAES NECESSITATE IMMEDIATE
REPORTING TO REGULATORY AUTHORITIES.

QI \WHO IS RESPONSIBLE FOR THE OVERALL CONDUCT OF A CLINICAL TRIALP

A: THE SPONSOR IS ULTIMATELY RESPONSIBLE FOR THE OVERALL CONDUCT, MANAGEMENT, AND FINANCING OF A CLINICAL TRIAL.
THIS INCLUDES ENSURING THAT THE TRIAL IS CONDUCTED IN ACCORDANCE WITH THE PROTOCOL, REGULATORY REQUIREMENTS,
AND ETHICAL PRINCIPLES, AND THAT PARTICIPANT SAFETY IS PROTECTED.

Q: WHAT IS THE ROLE OF THE INVESTIGATOR’'S BROCHURE (IB) IN CLINICAL TRIAL
WRITING?

A: THe INVESTIGATOR'S BROCHURE (IB) IS A VITAL DOCUMENT THAT COMPILES ALL THE AVAILABLE CLINICAL AND NON-
CLINICAL DATA ON THE INVESTIGATIONAL PRODUCT. |T PROVIDES INVESTIGATORS WITH ESSENTIAL INFORMATION ABOUT THE
PRODUCT'S PROPERTIES, POTENTIAL RISKS, AND SAFETY PROFILE, ENABLING THEM TO UNDERSTAND THE INVESTIGATIONAL
PRODUCT AND CARE FOR PARTICIPANTS APPROPRIATELY.

Q: How poEs “DATABASE Lock” IMPACT CLINICAL TRIAL WRITING?

A: DATABASE LOCK SIGNIFIES THE FINALIZATION OF THE CLINICAL TRIAL'S DATA. ONCE LOCKED, NO FURTHER CHANGES CAN BE
MADE TO THE DATA, ENSURING THAT THE SUBSEQUENT STATISTICAL ANALYSIS IS PERFORMED ON A COMPLETE, VALIDATED, AND
STABLE DATASET, THEREBY PRESERVING THE INTEGRITY OF THE STUDY FINDINGS.

Q: WHAT poes “INTENT-To-TReAT (ITT) ANALYSIS” AIM TO ACHIEVE IN CLINICAL
TRIAL REPORTING?

A: INTENT-TO-TREAT (ITT) ANALYSIS AIMS TO PROVIDE A MORE REALISTIC ASSESSMENT OF A TREATMENT'S EFFECTIVENESS IN
A REAL-WORLD SCENARIO BY INCLUDING ALL RANDOMIZED PARTICIPANTS IN THE ANALYSIS, REGARDLESS OF WHETHER THEY
RECEIVED THE ASSIGNED TREATMENT OR COMPLETED THE STUDY. THIS METHOD HELPS TO MAINTAIN THE BENEFITS OF
RANDOMIZATION.
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