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This JSON data describes the Fifty-Second Report of the WHO Expert Committee on Biological 
Standardization, a crucial document outlining the latest recommendations and guidelines for the global 
standardization of vaccines, therapeutic biologics, and diagnostic materials. It serves as a vital resource 
for regulatory bodies, manufacturers, and researchers worldwide in maintaining product safety, quality, 
and efficacy, contributing significantly to public health and the advancement of global health standards.

Students can use these dissertations as models for structuring their own work.
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We are pleased to inform you that the document Biological Standardization 52nd Report 
you are looking for is available here.
Please feel free to download it for free and enjoy easy access.
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We always strive to provide reliable references for our valued visitors.
That way, you can use it without any concern about its authenticity.
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Regulatory Reliance Tools Unveiled: A Practical Guide by EMA - Regulatory Reliance Tools Unveiled: 
A Practical Guide by EMA by EFPIA 941 views 4 days ago 1 hour, 31 minutes - This webinar 
gathered professionals from regulatory bodies, the pharmaceutical industry, and academia to discuss 
EMA's ...
Advisory Committee on Blood & Tissue Safety & Availability | September 2020 | Part 1 of 2 - Advisory 
Committee on Blood & Tissue Safety & Availability | September 2020 | Part 1 of 2 by U.S. Department 
of Health and Human Services 439 views 3 years ago 1 hour, 52 minutes - This is the fifty,-second, 
meeting of the Advisory Committee, on Blood and Tissue Safety and Availability (ACBTSA). The 
Committee, ...
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Purpose of the Meeting • Blood transfusions are critical to the American people whether during a 
public
Committee Discussion
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tionReport #IVDR #SOA #StateOfTheArt #SafetyAndPerformance This session's topic: The ...
Intro
As I understand it, the PMPF Report will provide input to the PE Report Does the associated PE Plan 
also need to be updated?
Do we expect a guideline or template to be published on how to structure PEP and the essential 
content?
Do we need to use a template for PER plans and reports?
How do you approach SOA for general use IVDs that are not specific to a particular analyte?
How often should one check if there is new clinical data and update the CPR?
If using clinical guidelines, consensus/expert opinions or published experience for SV or CP, is 
reporting the methodology and strategy for that type of search expected to be included?
IVDR Annex XIII 1.1 requires a description of SOA in the PE Plan. Can you describe the aspects of 
SOA are required in PEP VS, the SVR?
How often should the CER be updated? do we need to conduct literature search every time we update 
CER?
What is the most common Notify Body feedback/critique you see in regards to SOA?
Who should review and who should approve the PER?
176th Meeting of the Vaccines and Related Biological Products Advisory Committee - 176th Meeting 
of the Vaccines and Related Biological Products Advisory Committee by U.S. Food and Drug 
Administration 13,933 views Streamed 1 year ago 8 hours, 27 minutes - Tentative Topic: Rebyota 
Therapy.
The Introductory Remarks from the Fda
Member Roster
Director of the National Vaccine Program in the Office of Infectious Disease and Hiv Aids Policy 
Office
Disclosure of Conflicts of Interest for Speakers
Emerging Infectious Diseases
Recurrence Infection
Epidemiology of Cbs Infection
Risk Factors for Cdi
Epidemiology of Cdi
Ribotype O27
Current Epidemiology of Cdi
National Burden Estimates of Healthcare Associated Cbi and Community Associates Cdi from 2011 
to 2017
Healthcare-Related Risk Factors
Cdi Recurrence
Risk Factors for Recurrent Cdi
Overview of Cdi Mortality
Summary
Factors from the Innate Microbiome That Modulates the Amount of Toxin That's Produced by C Diff
Sponsors
Donor Screening
Agenda
Sahil Khanna
Risk Factors
Fda Safety Alerts
Primary Efficacy Endpoint
Results
The Disposition of Patients in the Primary Analysis Population
Key Analyses Requested
Sensitivity Analysis
Secondary Endpoint Results
Safety Data from Blinded Treatment through Six Months
Blinded Safety Profile
The Integrated Safety Population
Conclusion
Recurrent Cdi
Vesotexumab



Safety of the Phase 2b Study Relative to the Phase 3 Study
123rd Meeting of the Blood Products Advisory Committee (BPAC) - 123rd Meeting of the Blood 
Products Advisory Committee (BPAC) by U.S. Food and Drug Administration 2,056 views Streamed 
1 year ago 2 hours, 22 minutes - The committee, will meet to hear an overview of CBER research 
programs.
Summarize all your findings in a Biological Evaluation Report (BER) - Summarize all your findings in 
a Biological Evaluation Report (BER) by Nelson Labs 1,409 views 7 years ago 43 minutes - The ISO 
10993-1 and new FDA guidance document asks you to write a BER to demonstrate that the identified 
risks have been ...
BIOLOGICAL SAFETY EVALUATION
WEBINAR SUMMARY
STANDARDS FOR PRESENTATION
What should a BER contain?
Example Projects
124th Meeting of the Blood Products Advisory Committee (BPAC) - 124th Meeting of the Blood 
Products Advisory Committee (BPAC) by U.S. Food and Drug Administration 1,884 views Streamed 
10 months ago 1 hour, 42 minutes - So the site visit report, has been draft ed by the committee, 
that reviewed the unit in question today. That was chaired by two, ...
182nd Meeting of Vaccines and Related Biological Products Advisory Committee - 182nd Meeting of 
Vaccines and Related Biological Products Advisory Committee by U.S. Food and Drug Administration 
28,394 views Streamed 9 months ago 8 hours, 2 minutes - Join us at 8:30 a.m. ET on June 15, 2023, 
for a Vaccines and Related Biological, Products Advisory Committee, meeting to discuss ...
180th Meeting of Vaccines and Related Biological Products Advisory Committee - 180th Meeting of 
Vaccines and Related Biological Products Advisory Committee by U.S. Food and Drug Administration 
2,560 views Streamed 1 year ago 6 hours, 32 minutes - And this data provides the WHO and this 
committee with, the required information to make that decision . The next circle shows that ...
Discussion of 2023 AFib Guidelines - Discussion of 2023 AFib Guidelines by Anticoagulation 
Forum 1,097 views 1 month ago 1 hour, 1 minute - February 21, 2024. A Discussion of the 2023 
ACC/AHA/ACCP/HRS Guideline for the Diagnosis and Management of Atrial ...
Trans Athletes Address the “Debate” | Queer Sports - Trans Athletes Address the “Debate” | Queer 
Sports by VICE News 261,361 views 9 months ago 1 hour, 6 minutes - An all-trans panel, comes 
together for a candid conversation about competing while facing ongoing and intensifying discrimi-
nation ...
The WPATH To Hell... | with Mia Hughes #WPATHFiles - The WPATH To Hell... | with Mia Hughes 
#WPATHFiles by Benjamin A Boyce 19,165 views 4 days ago 2 hours, 6 minutes - Earlier this month 
(March, 2024), Mia Hughes, working with, Michael Shellenberger's "Environmental Progress" org, 
published The ...
Markup: H.R. 7737, the One Agency Act - Markup: H.R. 7737, the One Agency Act by House Commit-
tee on the Judiciary 16,461 views Streamed 2 days ago 7 hours, 2 minutes - X: https://X.com/HouseJ-
udiciary THREADS: https://www.threads.net/@housejuddems INSTAGRAM: ...
WasteWater Treatment Plant • From Beginning to End - WasteWater Treatment Plant • From Begin-
ning to End by Spanish Fork 17 146,382 views 2 years ago 8 minutes, 1 second - The spanish fork 
wastewater treatment plant has been operating since 1956 over 60 years with, major upgrades in 
the mid-80s ...
RECOVERY Trial - Randomised Evaluation of COVID-19 Therapy - RECOVERY Trial - Randomised 
Evaluation of COVID-19 Therapy by Oxford Population Health 33,101 views 4 years ago 2 minutes, 
14 seconds - ... of objectives the first obviously is to gather the best available evidence that we can 
in the quickest possible time the second, is to ...
Top 10 regulatory affairs interview questions and answers - Top 10 regulatory affairs interview 
questions and answers by Chem-Biology-pharmaceutical 15,060 views 3 years ago 10 minutes 
- Pharmaceutical regulatory affairs, pharmaceutical corporate quality assurance, pharmaceutical 
production, good laboratory ...
News Today | Daily Current Affairs | 23rd March, 2024 - News Today | Daily Current Affairs | 23rd 
March, 2024 by Vision IAS 1,540 views 11 hours ago 17 minutes - News Today" is a daily current 
affairs bulletin that simplifies newspaper reading and keeps you updated with, daily events.
Intro
Headlines
Electric Mobility Promotion Scheme, 2024
State Visit of Prime Minister of India to Bhutan



Power lines and Great Indian Bustard habitats
UNGA adopted resolution on Artificial Intelligence
UN World Water Development Report 2024
Financing Agrochemical Reduction and Management (FARM) Programme
Personality in news - Sher Singh Shah(1912-1991)
Quick Updates
Test Your Learning
DOCTOR vs. NURSE: $ OVER 5 YEARS #shorts - DOCTOR vs. NURSE: $ OVER 5 YEARS #shorts 
by Miki Rai 36,199,485 views 2 years ago 16 seconds – play Short - Send us mail PO box 51109 
Seattle, WA 98115 music Music by epidemic sound. Free 30 day trial through this link: ...
The Science of Love, Desire and Attachment | Huberman Lab Podcast #59 - The Science of Love, 
Desire and Attachment | Huberman Lab Podcast #59 by Andrew Huberman 2,035,485 views 2 years 
ago 2 hours, 35 minutes - In this episode, I discuss the psychology and biology of desire, love and 
attachment. I explain how childhood attachment types are ...
Desire, Love & Attachment
Odor, Perceived Attractiveness & Birth Control
Thesis, AG1 (Athletic Greens), InsideTracker
Romance: Balancing Love & Desire
Animal Studies, Vasopressin & Monogamy
Strange Situation Task, Childhood Attachment Styles
Adult Attachment Styles
Secure Attachment
Autonomic Arousal: The “See-Saw”
Tool: Self-Awareness, Healthy Interdependence
Neurobiology of Desire, Love & Attachment
Empathy & Mating & the Autonomic Nervous System
Positive Delusion, Touch
Relationship Stability
Selecting Mates, Recognition of Autonomic Tone
Neural Mechanisms of Romantic Attachment
Autonomic Coordination in Relationships
Infidelity & Cheating
“Chemistry”, Subconscious Processes
Tools: Libido & Sex Drive
Maca (Maca root)
Tongkat Ali (Longjack)
Tribulus terrestris
A Bulletproof Clinical Evaluation Report: Making them stand up to regulatory scrutiny - A Bulletproof 
Clinical Evaluation Report: Making them stand up to regulatory scrutiny by Brandwood CKC 5,989 
views 5 years ago 58 minutes - As Europe transitions to the MDR and TGA focuses more on clinical 
evidence in applications, creating a Clinical Evaluation ...
Introduction
Housekeeping
Agenda
What is a CER
Purpose of a CER
Three major jurisdictions
What is MEDDEV
MEDDEV Guidance
Contents of CER
Clinical Trials
Clinical Trial Summary
equivalence
literate
literature
flow diagram
postmarket data
single CER
inappropriate clinical reviewer



poor choice of equivalents
lack of analysis
questions
expanded discussion
enforcement
Vaccines and Related Biological Products Advisory Committee – 2/26/2021 - Vaccines and Related 
Biological Products Advisory Committee – 2/26/2021 by U.S. Food and Drug Administration 54,562 
views Streamed 3 years ago 7 hours, 59 minutes - The U.S. Food and Drug Administration has 
scheduled a meeting of its Vaccines and Related Biological, Products Advisory ...
ESHG IVDR Webinar: Section 2 - IVDR – Impact on a diagnostic laboratory - ESHG IVDR Webinar: 
Section 2 - IVDR – Impact on a diagnostic laboratory by European Society of Human Genetics 517 
views 1 year ago 1 hour, 18 minutes - Then most of the times there is a second, draft there is a 
possibility of a second, consultation run but this is not always the case and ...
What are the challenges companies may face with clinical evaluation criteria? - What are the 
challenges companies may face with clinical evaluation criteria? by Easy Medical Device 142 views 6 
months ago 58 seconds – play Short - We all are afraid of one thing. It is to see our Clinical Evaluation 
rejected by a Notified Body. Why? Because apparently EU MDR is ...
Novel manufacturing tech. for monoclonal antibody product. focusing on infect. diseases for LMICs -1 - 
Novel manufacturing tech. for monoclonal antibody product. focusing on infect. diseases for LMICs -1 
by TechNet-21 124 views 1 year ago 2 hours, 49 minutes - WHO consultation on novel manufacturing 
technologies for monoclonal antibody production with, a focus on infectious diseases ...
Agenda
Monoclonal Antibodies Approved for the Treatment of Ebola
Clinical Development for Chikungunya
Main Advantages of Monoclonal Antibodies
Rsv Monoclonal Antibodies
Monoclonal Antibodies for Infectious Diseases
Common Manufacturing Practices
Guideline on the Non-Clinical and Clinical Evaluation of Monoclonals and Related Biological Prod-
ucts
Contents
Challenges around the Current Business Model for Antibodies
Regulatory Barriers
Summary
Main Characteristic Differences between Antibodies and Small Molecules
Advantages of Antibodies Compared to Small Molecules
Disadvantages of Antibodies
History of Antibodies as Pharmaceuticals
Structure of an Antibody Igg-1 Antibody
How Do Antibodies Work
Manufacturing Steps
Developing a Candidate
Approaches for the Development of Antibodies
Disadvantages
Single B Cell Techniques
Glycosylation
Protein Aggregation
Physical Stability
Oral Antibodies
Target Product Profile
What Which Are the Main Challenges for Subcutaneous and Intramuscular Formulations
Goal for Rsv Disease Prevention
Maternal Immunization
Other Ways To Deliver Rsb Monoclonals
How Well Do these Monoclonal Antibodies Protect against both Um a and B Rsv and Is There any 
Concern for Viral Escape
Rescue Experiments in Animals
Objectives
S315 Phase One Study



Pharmacokinetics of S315
Ebola
Regulatory Best Practices for Global Access to Medicines Including Anti-TB Medicines Day 3-Ses-
sion 1 - Regulatory Best Practices for Global Access to Medicines Including Anti-TB Medicines Day 
3-Session 1 by U.S. Food and Drug Administration 1,317 views 1 year ago 1 hour, 12 minutes - 
CDER SBIA hosted a three, half-day conference in collaboration with, the Promoting the Quality of 
Medicines Plus (PQM+) ...
Identification and Control of Harmful Impurities in Pharmaceutical Products: Nitrosamine as an 
Example
Control of Nitrosamine Impurities in Human Drugs
Question & Answer Panel
New Approaches for an Integrated Nonclinical-Clinical QT/Proarrhythmic Risk Assessment (1 of 2) - 
New Approaches for an Integrated Nonclinical-Clinical QT/Proarrhythmic Risk Assessment (1 of 2) by 
U.S. Food and Drug Administration 7,860 views 3 years ago 2 hours, 19 minutes - FDA and multiple 
regulatory and industry members from the International Council for Harmonisation (ICH) E14/S7B ...
Introduction
ICH 7B
ICH E14
S7B
Summary
Day 2 Agenda
Submit Your Questions
Christine Garnett
Common Terminology
Key Points
Double Negative Nonclinical Assessment
Integrated Nonclinical Assessment
Summary of Changes
Conclusion
Welcome
Overview
Questions
Nonclinical Strategy Overview
Best Practice Considerations
How to Address Regulatory Change in Your Current Biocompatibility Program - How to Address 
Regulatory Change in Your Current Biocompatibility Program by Nelson Labs 266 views 5 years ago 
1 hour, 1 minute - In this course you will learn what changes are occurring in regulatory standards,, 
including ISO 10993, Medical Device ...
Intro
ISO 10993 and RISK
Incorporating Risk
Presentation Overview
Material Characterization
Gap Assessment
Biological Evaluation Report
BIOLOGICAL SAFETY EVALUATION
Biological Evaluation Plan (BEP)
Address change through...
QUESTIONS?
Vaccines and Related Biological Products Advisory Committee - 12/17/2020 - Vaccines and Related 
Biological Products Advisory Committee - 12/17/2020 by U.S. Food and Drug Administration 56,777 
views Streamed 3 years ago 8 hours, 9 minutes - The U.S. Food and Drug Administration has 
scheduled a meeting of its Vaccines and Related Biological, Products Advisory ...
CCQM Webinar on Ensuring the reliability of measurements in response to the COVID-19 pandemic - 
CCQM Webinar on Ensuring the reliability of measurements in response to the COVID-19 pandemic 
by The BIPM 710 views 3 years ago 2 hours, 8 minutes - The first of a series of CCQM Webinars 
dedicated to the reliability of measurements in response to the COVID-19 pandemic with, ...
EQA Network
The Role of Quality Control for Public Health and Quality Improvement of Diagnostics and Blood 



Safety
INSTAND EQA Schemes (79 Schemes) in Virus Immunology and Genome Detection 2020
Final Evaluation Based on the Results of 463 out of 487 Laboratories
Extra INSTAND EQA Scheme (340) - April 2020 Virus Genome Detection SARS-CoV-2
Vaccines and Related Biological Products Advisory Committee, Day 1 – 10/14/2021 - Vaccines 
and Related Biological Products Advisory Committee, Day 1 – 10/14/2021 by U.S. Food and Drug 
Administration 45,955 views Streamed 2 years ago 7 hours, 39 minutes - Join the U.S. Food and 
Drug Administration for an upcoming meeting of its Vaccines and Related Biological, Products 
Advisory ...
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