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US 
Biosecure 
Act

Privacy 2026

Section 851 of the National Defense 
Authorization Act (NDAA) for Fiscal Year 
2026

1.Prohibit federal “executive agencies” from entering into 

contracts with companies that use “biotechnology 

equipment or services” produced or provided by a 

biotechnology company of concern (BCC) in the 

performance of contracts with those agencies.

2.“Executive agencies” may not extend loans or grant funds to 

procure biotechnology equipment or services produced or 

provided by a BCC.

Goals: 

“biotechnology equipment or services” encompasses any instrument or 
service in “research, development, production, or analysis” related to 
“biological materials”

Equipment  includes such items as genetic sequencers, or any other 
instrument, apparatus, machine, or device, including components and 
accessories, and any software and firmware necessary to operate such 
equipment.

Services will include data storage and transmission related to biological 
materials, including “disease detection, genealogical information, and 
related services” and consulting, advising, and support services related to 
biotechnology equipment.
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Data Broker: An entity that, for valuable 
consideration, sells, licenses, rents, trades, 
transfers, releases, discloses, provides access to, or 
otherwise makes available data of United States 
individuals that the entity did not collect directly 
from such individuals to another entity that is not 
acting as a service provider.
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with comprehensive data protection laws



Privacy 2026

Washington

• Covers data ”collected, derived, 

or inferred,” including metrics 

from wearables.

• Requires opt-in consent and 

bans geofencing near 

reproductive health facilities 

(1,750 feet).



Privacy 2026

• Classifies wearable-derived 

metrics (e.g., heart rate, skin 

temperature, sleep) as “sensitive 

personal information.”

• Grants consumers the right to 

opt out of sale or use and 

mandates data protection 

impact assessments (DPIAs).



Privacy 2026

Texas

• Covers biometric identifiers and 

physical health  indicators.

• Entities must offer opt-out rights 

and adhere to purpose limitation 

and data minimization.



Privacy 2026

• Targets precise geolocation and 

biometric data, including data 

collected passively by 

connected devices.

• No cure period for violations—

raising litigation risk for platform 

providers and developers.



Artificial 
Intelligence

Artificial Intelligence 2026

• California

• Colorado

• New York

• Utah

• Texas

• Federal Preemption



Artificial Intelligence 2026

• Effective Jan 1, 2026

AI developers must publicly disclose 

detailed information regarding the 

data used to train their systems, 

including sources and whether 

copyrighted material was used.



2026

• Effective June 30, 2026

Artificial Intelligence

• Applies to AI that makes or 

significantly influences 

consequential decisions 

including " employment ... 

healthcare, ... insurance.”

• Risk Management: Developers 

must conduct annual 

assessments to identify and 

mitigate "algorithmic 

discrimination".

• Transparency: Deployers must 

inform consumers when they 

are interacting with AI.



2026

• Responsible AI Safety and 

Education Act

• Effective January 1, 2027

• Targeted Developers: "large 

developers" with over $500 

million in revenue or those 

spending over $100 million on 

computational resources to train 

models.

• Penalties: Fines for violations can 

reach up to $3 million for repeat 

offenses.

Artificial Intelligence

https://www.nysenate.gov/legislation/bills/2025/A6453/amendment/B
https://www.nysenate.gov/legislation/bills/2025/A6453/amendment/B
https://www.nysenate.gov/legislation/bills/2025/A6453/amendment/B


2026

• Utah AI Policy Act

• Effective date: 1 May 2024

• Regulated Occupations: 

Professionals in fields requiring 

state licenses (e.g., medicine, 

law, accounting) must 

proactively disclose when a 

consumer is interacting with 

GenAI.

Artificial Intelligence

https://le.utah.gov/%7E2024/bills/static/SB0149.html
https://le.utah.gov/%7E2024/bills/static/SB0149.html


2026

• Texas Responsible Artificial 

Intelligence Governance Act

• Effective date: 1 January 2026

• Prohibited AI Practices: The law 

bans developing or deploying AI 

with the intent to:

⚬ Unlawfully discriminate 

against protected classes 

(disparate impact alone is 

not enough; proof of intent is 

required).

Artificial Intelligence

https://capitol.texas.gov/BillLookup/History.aspx?LegSess=89R&Bill=HB149
https://capitol.texas.gov/BillLookup/History.aspx?LegSess=89R&Bill=HB149
https://capitol.texas.gov/BillLookup/History.aspx?LegSess=89R&Bill=HB149


Federal
2026

State Laws Preempted

Artificial Intelligence

“Within 90 days of the date of this order, the Chairman of 

the Federal Trade Commission shall, in consultation with 

the Special Advisor for AI and Crypto, issue a policy 

statement on the application of the Federal Trade 

Commission Act’s prohibition on unfair and deceptive 

acts or practices under 15 U.S.C. 45 to AI models. That 

policy statement must explain the circumstances under 

which State laws that require alterations to the truthful 

outputs of AI models are preempted by the Federal Trade 

Commission Act’s prohibition on engaging in deceptive 

acts or practices affecting commerce.”



EU AI 
Act

• Mandatory Explainability: AI systems must be designed so their decision-making 

processes (e.g. patient stratification or endpoint analysis) are explainable to both 

healthcare professionals and patients.

• Technical Documentation & Traceability: Sponsors must maintain detailed logs 

and technical files documenting model architecture, training methodologies, and 

data processing pipelines. These often become part of the Clinical Trial 

Application (CTA) dossier.

• Explicit Data Disclosure: High-risk systems require clear instructions for use, including 

disclosures about the provider, the AI's capabilities and limitations, and potential 

risks.

• Bias Reporting: To ensure trial integrity, sponsors must document measures taken to 

mitigate biases that could skew patient selection or data interpretation, particularly 

for marginalized groups.

2026Artificial Intelligence



2026Questions

The PI and Site Owner  
are currently separating.  

Who does data 
collected belong to?

Do sites have the right to 
sell the data they 

acquired as part of a 
clinical trial?



Fact 
Pattern

On-Sale Bar

2026Artificial Intelligence

You are the sponsor of a multi-center, 

multi national study. Your study sites have 

begun using AI for a variety of tasks 

including identifying potential subjects, 

writing out synopses for Adverse Events 

and other uses.  What, if anything, are 

you concerned about?

Confidentiality

Privacy

Publication



On-Sale Bar

On Sale 
Bar

2026Artificial Intelligence

"sale" of an invention, even if confidential, starts the one-year clock for filing a 
patent



2026Questions

Do physicians have 
the right to publish 

data from 
multi-center studies 
they participated in 

(nothing in the CTA)?

Do physicians have 
the right to share data 

from patients they 
treat?



Publication Bar

Publication 
Bar

2026Artificial Intelligence

Do materials related to Centripetal’s RuleGATE product and early documents constitute a public publication bar?



Confidentiality

Confidentiality

2026Artificial Intelligence

Are a defendant’s chats with a public AI tool (Claude) protected by attorney-client privilege or work-product 
doctrine?
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IP Impact

Privacy 2026

IP

Data

Patents

Trademarks

Trade Secrets

Copyrights

Geographic Marks
???



2026

Pre-Notices of Non 
Compliance

• Failure to register an applicable clinical trial

• Failure to submit required clinical trial information for an 

applicable clinical trial

• Submission of false or misleading clinical trial information

Disclosures



2026

Notices of Non Compliance

• Failure to register an applicable clinical trial

• Failure to submit required clinical trial information for an 

applicable clinical trial

• Submission of false or misleading clinical trial information

Disclosures
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Exempt BESH from 
clinicaltrials.gov 



Data 
Disclosure
Business Deck 2025

Can you use data shared 
for regulatory reasons for 
other purposes?



2026Questions

What prevents use of data 
acquired via a 

BAA or data disclosure 
agreement 

for inappropriate purposes?



Lawsuit
Disclosures 2025



2026Questions

Company A has asked a patient 
advocacy group to help enroll patients 

in their study. 
The group reaches out to its own 

patients to share their data to support 
a study. They want to be sure that 

patients get paid. Patients can choose 
whose data will be included.

Who owns the data?



Thank you, we 
are happy to 
work with you.

+13022526959 Info@Kulkarnilawfirm.com kulkarnilawfirm.com
Contact Email Website
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