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BEYOND THE HIPAA PRIVACY RULE (2009)

Enhancing Privacy, Improving Health Through Research
Institute of Medicine of the National Academies

T A hZEM=E IOMLKR—
Congress recognized the important role that health records play in
conducting health research and wanted to ensure that privacy

protections would not impede researchers’ continued access to such
data.
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U.S. Congress, 1996
two House Reports on HIPAA (EPBe- FERIX)

The conferees recognize that certain use of individually identifiable
information are appropriate, and do not compromise the privacy of an
individual.
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U.S. Congress, 1996
two House Reports on HIPAA (kB TFEERIX)

Example of such use include...

the transfer of information from health plan to an organization for the
sole purpose of conducting health care-related research. As health
plan and providers continue to focus on outcomes research and
innovation, it is important that the exchange and aggregated use of
health care data be allowed.
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HIPAA
Research use and disclosures without individual authorization
BADREDGZWNEHZEIF A

The HIPAA Privacy Rule establishes the conditions under which
protected health information may be used or disclosed by covered
entities for research purposes. Research is defined in the Privacy
Rule as, “a systematic investigation, including research development,
testing, and evaluation, designed to develop or contribute to
generalizable knowledge.” See 45 CFR 164.501.
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American Medical Association
Augmented intelligence in medicine UPDATED APR 5, 2024.

CONTENTS

Artificial intelligence vs. augmented intelligence |

Featured updates | CPT® and Al | Latest Al news | Al and practice management |
AMA Board reports and policy, | Al learning.on Ed Hub and JAMA Network™

Artificial intelligence vs. augmented intelligence

The AMA House of Delegates uses the term augmented intelligence (Al) as a
conceptualization of artificial intelligence that focuses on Al's assistive role, emphasizing that
its design enhances human intelligence rather than replaces it.

Principles for Al development, deployment and use

The AMA is committed to ensuring that Al can meet its full potential to advance clinical care
and improve clinician well-being. As the number of Al-enabled health care tools continue to
grow, it is critical they are designed, developed and deployed in a manner that is ethical,
equitable and responsible. The use of Al in health care must be transparent to both
physicians and patients.

T ——————
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FDA: Artificial Intelligence and Machine Learning in
Software as a Medical Device September 21, 2021
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Al Model Development Proposed TPLC Approach
l Al Production Model l

Figure 2: Overlay of FDA's TPLC approach on Al/ML
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FDA: Total Product Lifecycle Considerations for
Generative Al-Enabled Devices (November 20-21, 2024)

EXECUTIVE SUMMARY FOR
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ICMRA horizon scanning assessment report 6 August 2021

EMAEYT T—2-3R97+—2X

BV T 2 FL—= T HF S LEERBDIE

(Develop a Big Data training curriculum and strategy based on a skills analysis across the
Network, collaborate with external experts including academia, and target recruitment of data
scientists, omics specialists, biostatisticians, epidemiologists, and experts in advanced
analytics and Al)

« AIDRREEZETOR YT —UDREN DFEAE
(Strengthen the Network ability to validate Al algorithms)
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