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Clinical Investigations and Evaluations - Clinical Investigations and Evaluations by GCP-Mindset - All
About Clinical Research 738 views 2 years ago 5 minutes, 16 seconds - What everybody should know
about Clinical Trials! Without clinical trials, we wouldn't have any vaccines, treatments for cancer, ...
Clinical Investigations and Evaluations of Medical Devices

A Clinical Investigation refers to a clinical trial or a study - Intention to assess the performance, and
the safety of a specific medical device

Intended purpose’ means the use for which the device is intended according to the data supplied by
the manufacturer in the clinical evaluation - Performance in this case means the ability of the device
to achieve its intended purpose as stated by the manufacturer

Do not mix the terms clinical investigation and clinical evaluation! Clinical Evaluation is a process of
collecting, assessing and analysing all clinical data relating to a device in order to evaluate whether
there is sufficient clinical evidence to demonstrate conformity to the relevant regulatory requirements
by the manufacturer

The clinical Data for the clinical evaluation can be obtained from various sources such as academic
literature when similar devices have proof of equivalence Other sources include data from clinical
experience, related to the product, eg. post-market surveillance data or data from a Clinical investi-
gation

Clinical investigations have to ensure the device is safe for use in humans, and meets the intended
purpose of the manufacturer This is called a conformity assessment or CE marking
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The CE marking should be attained before the device is placed on the market - The device can either
be evaluated by the manufacturer themselves or through a clinical trial depending on the clinical data
available already

Once the device is on the market the clinical evaluation must be updated through continuous
monitoring - The data must be re-evaluated including the data from the post-market surveillance
FDA approval always requires a full clinical trial for all devices - In the EU, a device will only be placed
in the market, or put into service, if it complies with the regulations when duly supplied and properly
installed, maintained, and used in accordance with its intended purpose

In the EU the notified bodies are involved in the approval process of the device For class ill implantable
devices, and class lib active devices that is intended to administer and/or remove a medicinal product
the notified body prepares a clinical evaluation assessment report

How to Write a Medical Research Paper? Step-by-Step Guide with Examples - How to Write a Medical
Research Paper? Step-by-Step Guide with Examples by Ref-n-Write Academic Software 10,909
views 11 months ago 13 minutes, 27 seconds - In this video we will teach you how to write a medical
research paper, for publishing in a high impact journal. We will go through an ...
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Artificial Intelligence in medical research - Artificial Intelligence in medical research by Glasgow
Science Centre 433 views 1 year ago 10 minutes, 22 seconds - Meet Kadie-Ann and Clarisse from
the University of Aberdeen iCAIRD team to find out more about Al in healthcare,. Visit the ...
Artificial Intelligence in medical imaging: From research to clinical practice — Koen Van Leemput -
Artificial Intelligence in medical imaging: From research to clinical practice — Koen Van Leemput

by Aalto University 1,215 views 10 months ago 15 minutes - Aalto University Tenured Professors'
Installation Talks, 26 April 2023. Artificial, Intelligence in medical, imaging — From research, to ...
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Intro

Research gap

What a research gap is

How you present your research gap

1 Lack or insufficient research

2 Lack of knowledge

3 Limitations of previous studies

4 Practical problem

Try to combine them together

Combine the research gap with the contribution

Book in a free call

how to collect data for a Research paper | with 4 easy steps | meaning | methods | examples - how to
collect data for a Research paper | with 4 easy steps | meaning | methods | examples by Educational
Hub 43,232 views 2 years ago 8 minutes, 13 seconds - how to collect, data for Research paper, |
with 4 easy steps | meaning | methods | examples Depending on the researcher's ...

Intro

Data collection is a systematic process of gathering observations or measurements.

What are the benefits of collecting data?

You can control and standardize the process for high reliability and validity choosing appropriate
measurements and

Examples of quantitative and qualitative research

Interviews/focus groups and ethnography are qualitative methods.

Surveys, observations, archival research and secondary data collection can be quantitative or
gualitative methods.

This involves defining a population, the group you want to draw conclusions about, and a sample,
the group you will actually collect

Your sampling method will determine how you recruit participants or obtain measurements for your
study.

This helps ensure the reliability of your data, and you can also use it to replicate the study in the
future.
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- HOW TO WRITE A RESEARCH PAPER | Steps to writing a research paper | Research paper

sections by WiseUp Communications 219,770 views 10 months ago 11 minutes, 46 seconds - In this
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research paper,, be it ...
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How to Write a Medical Research Paper - How to Write a Medical Research Paper by Smith &
Nephew Education and Evidence 97,574 views 7 years ago 10 minutes, 58 seconds - In this video,
Mr Richard Villar teaches healthcare, professionals how to write a medical research paper, based
on his experiences ...
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How to get Involved in Research | Biomedical Science & Medicine - How to get Involved in Research
| Biomedical Science & Medicine by Doctor Kenji 4,694 views 5 years ago 11 minutes, 16 seconds
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Why do research?
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How to get funding for your research

02 Formulating research question - 02 Formulating research question by NPTEL-NOC IITM 248,864
views 3 years ago 20 minutes - It begins with the general uncertainty about a health, issue in the
context of health research, and then it is narrowed down into a ...

Emerging Technologies in Clinical Research - Emerging Technologies in Clinical Research by
GCP-Mindset - All About Clinical Research 407 views 1 year ago 3 minutes, 49 seconds - Emerging
technologies are having a significant impact on clinical research,. Machine learning and artificial,
intelligence are ...

NIH All of Us Research Program releases genomic dataset - NIH All of Us Research Program
releases genomic dataset by UW Medicine 883 views 1 year ago 1 minute, 39 seconds - Almost
100000 highly diverse whole genome sequences are now available through the National Institutes
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The Need for Funding Basic Research - The Need for Funding Basic Research by Johns Hopkins
Medicine 868 views 10 years ago 2 minutes, 13 seconds - Stephen Desiderio, Director of Johns
Hopkins Institute for Basic, Biomedical Sciences, explains the current federal funding, climate ...
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Medical Research | Funding - Medical Research | Funding by Hudson Institute of Medical Research
190 views 8 months ago 1 minute, 33 seconds - Your generosity powers our research,. yWithout your
support we could not continue to pursue our mission: to make medical, ...

Medical Diagnostics by Artificial Intelligence - Medical Diagnostics by Artificial Intelligence by Sam-
sung SDS Al Team 1,037 views 2 years ago 1 minute, 40 seconds - Cancer and many other medical,
conditions are diagnosed by using imaging techniques like MRI, X-ray, Ultrasound, and others, ...
The Secondary Use of Electronic Health Records for Research in Emergency Medicine - The
Secondary Use of Electronic Health Records for Research in Emergency Medicine by SAEM 208
views 3 years ago 58 minutes - SAEM19 R. Andrew Taylor, MD, MHS Scott Levin M. Kennedy Hall.
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