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Executive Summary

Anthropic opened applications for the Life Sciences Verification Program (LSVP) on September 17, 2026,
moving a trusted-access pathway beyond its earlier narrow enrollment and into a public beta for qualifying teams
and institutions. The program provides more permissive biology safeguards for Mythos, Opus, and Sonnet, while
leaving non-life-sciences safeguards in place. Anthropic forecast rapid enrollment, but that statement is a rollout
expectation, not an adoption benchmark (ai.watch.impress.co.jp).

The central choice is between Standard Use and High-risk Use. Standard Use covers most routine life-sciences
work, can extend across a team, applies at launch to Mythos 5.1, Opus 5, and Sonnet 5, and renews annually.
High-risk Use is an add-on for activity still blocked under Standard Use, applies to one named project, and renews
every six months. Opus 5 and Sonnet 5 were available for High-risk Use at launch, while High-risk Mythos access
remained limited to more extensively vetted entities (anthropic.com) (claude.com).

https://ai.watch.impress.co.jp/docs/news/2142224.html#:~:text=%E5%90%8C%E3%83%97%E3%83%AD%E3%82%B0%E3%83%A9%E3%83%A0%E3%81%AF%CE%B2%E7%89%88%E3%81%A8%E3%81%97%E3%81%A6%E9%96%8B%E5%A7%8B%E3%81%95%E3%82%8C%E3%80%81%E5%BD%93%E5%88%9D%E3%81%AF%E3%83%81%E3%83%BC%E3%83%A0%E3%81%8A%E3%82%88%E3%81%B3%E6%A9%9F%E9%96%A2%E3%82%92%E5%AF%BE%E8%B1%A1%E3%81%A8%E3%81%97%E3%81%A6%E3%81%84%E3%82%8B%E3%80%82
https://www.anthropic.com/news/life-sciences-verification-program#:~:text=two%20types%20of%20LSVP%20grants%2C%20%E2%80%9CStandard%20Use%E2%80%9D%20or%20%E2%80%9CHigh-risk%20Use%E2%80%9D
https://claude.com/form/life-sciences-verification-program#:~:text=Completing%20this%20form%20does%20not%20guarantee%20your%20organization%20access%20to%20the%20program.


The decisive architecture constraint is protected health information (PHI). LSVP traffic requires 30-day retention for
monitoring, is compartmentalized, and cannot be used for model training. The beta is unavailable to Business
Associate Agreement (BAA)-enabled organizations. Anthropic instead directs customers handling PHI to separate
non-BAA, non-HIPAA organizations for LSVP. Separately, HIPAA-ready Claude API use requires a distinct
contractual and technical arrangement (privacy.claude.com).

The practical recommendation is to apply now when the organization has non-PHI research workloads, named
accountable owners, documented security and ethical oversight, and a workable incident-response process. It
should defer when PHI cannot be separated, project boundaries are unclear, monitoring cannot be reconciled with
policy, or regulated records would be generated without validated downstream controls. LSVP grants access. They
do not confer Health Insurance Portability and Accountability Act (HIPAA), Good Practice (GxP), Food and Drug
Administration (FDA), or other regulatory compliance. Readiness should therefore be measured as completed
applicable controls divided by total applicable controls, with no invented external pass threshold.

Introduction and Background

The Anthropic Life Sciences Verification Program is best understood as an access-governance mechanism. It
changes which biology-related requests approved organizations may make, under what scope, and with what
monitoring. It is not a new foundation model, a quality-system validation, or an assurance that any resulting use is
suitable for a regulated decision. This distinction matters to pharmaceutical and biotechnology leaders because one
procurement decision touches research freedom, information security, privacy, model operations, and GxP
accountability.

The September announcement materially updates the information available before launch. In August, Anthropic
said an updated classifier had reduced biology-related fallbacks by about 85% in testing, but that generally
available Fable still redirected dual-use requests to Opus and was not yet suitable for some professional biology
and drug-development work (anthropic.com) (anthropic.com). LSVP now supplies the operational bridge: verified
access, two grant types, defined renewal cycles, monitoring, retention, and product-surface boundaries.

This report uses September 18, 2026 as its cutoff. One official Mythos page still described the program as invite-
only when fetched, while the newer launch page and live application form showed broader applications. The date-
specific launch material should control this decision, but buyers should treat the mismatch as a prompt to confirm
current contract and product terms at enrollment (anthropic.com) (claude.com).

IntuitionLabs approaches this as an adjacent advisor, not as an LSVP or model vendor. Its published operating
model emphasizes governed information, permissions, retrieval, citations, evaluation, and accountable operation,
which is the appropriate lens for an LSVP readiness review (intuitionlabs.ai).

What Changed With the Public Beta

Before LSVP, Anthropic's generally available biology controls could block or reroute legitimate professional work.
The company describes safety classifiers as a core biology safeguard and says a triggered Fable classifier reroutes
the request to Opus 5 (anthropic.com). The new program changes the access path for verified organizations rather
than weakening every public surface.

https://intuitionlabs.ai/articles/enterprise-ai-assistants-comparison
https://privacy.claude.com/en/articles/15425996-data-retention-practices-for-covered-models#:~:text=are%20retained%20for%2030%20days%20to%20support%20our%20safety%20work
https://www.anthropic.com/news/improving-fable-5-s-biology-safeguards#:~:text=this%20update%20reduced%20biology-related%20fallbacks%20by%20about%2085%25%20across%20our%20product%20surfaces.
https://www.anthropic.com/news/improving-fable-5-s-biology-safeguards#:~:text=Fable%20still%20falls%20back%20to%20Opus%205%20for%20requests%20we%20consider%20dual-use
https://www.anthropic.com/claude/mythos#:~:text=The%20Life%20Sciences%20Verification%20Program%20is%20launching%20as%20an%20invite-only%20beta%20offering
https://claude.com/form/life-sciences-verification-program#:~:text=Please%20have%20your%20org%E2%80%99s%20admin%20complete%20the%20following%20form
https://intuitionlabs.ai/#:~:text=Connect%20AI%20to%20authoritative%20enterprise%20sources%20with%20identity%2C%20permissions%2C%20retrieval%2C%20citations%2C%20evaluation%2C%20and%20accountable%20operation.
https://www.anthropic.com/news/improving-fable-5-s-biology-safeguards#:~:text=One%20of%20the%20core%20ways%20we%20protect%20against%20misuse%20in%20biology%20is%20via%20safety%20classifiers


The public beta adds five decision-relevant elements:

Application availability: the live form requires an organization administrator, and submission does not
guarantee access (claude.com) (claude.com).

Defined taxonomy: organizations can request Standard Use, High-risk Use, or both for different scopes.
Independent coverage also reported the two categories and their different renewal cycles
(ai.watch.impress.co.jp).

Named surfaces: first-party API use, Claude Science, Claude.ai, and Claude Code are in scope, subject to
surface-specific grant selection.

Shared monitoring: Anthropic shifts the relevant biology safeguard from real-time blocking toward offline
pattern monitoring, while customer administrators take part in triage.

Published exclusions: individual plans, third-party platforms, and BAA-enabled organizations were not
supported at launch.

The implication is that the previous question, “Can Claude answer this biology request?”, is now too narrow. The
operational question is, “Which verified grant, organization, workspace, product surface, data class, and
accountable owner should handle it?” LSVP makes more work possible, but it also makes identity, authorization,
routing, and renewal evidence more consequential.

Grant Taxonomy and Access Decision

Standard Use

Standard Use is the default candidate for broad R&D enablement. Anthropic describes it as suitable for most life-
sciences work spanning basic science, R&D, supply chain, and manufacturing. It can cover whole teams and
diverse daily workloads. Because renewal is annual, its natural governance unit is an organizational capability with
a stable owner, an approved-use catalog, and periodic reassessment.

Likely Standard Use candidates include:

Literature and evidence work: scientific search, synthesis, protocol comparison, and document drafting
that does not require the most permissive biology setting.

Discovery support: target research, assay planning assistance, code, and analysis within the approved
scope.

Development operations: non-PHI clinical-development documentation and structured workflow support.

Manufacturing and supply: analysis and knowledge work that remains within the grant and the
organization's existing quality controls.

https://claude.com/form/life-sciences-verification-program#:~:text=Please%20have%20your%20org%E2%80%99s%20admin%20complete%20the%20following%20form
https://claude.com/form/life-sciences-verification-program#:~:text=Completing%20this%20form%20does%20not%20guarantee%20your%20organization%20access%20to%20the%20program.
https://ai.watch.impress.co.jp/docs/news/2142224.html#:~:text=%E5%B9%B4%E3%81%AB1%E5%9B%9E%E6%9B%B4%E6%96%B0%E3%81%95%E3%82%8C%E3%82%8B%E3%80%82%E9%AB%98%E3%83%AA%E3%82%B9%E3%82%AF%E4%BD%BF%E7%94%A8%E3%81%AE%E5%A0%B4%E5%90%88%E3%80%816%E3%81%8B%E6%9C%88%E3%81%AB1%E5%BA%A6%E6%9B%B4%E6%96%B0%E4%BD%9C%E6%A5%AD%E3%81%8C%E7%99%BA%E7%94%9F%E3%81%99%E3%82%8B%E3%80%82
https://intuitionlabs.ai/articles/agentic-ai-platform-pharma-gxp-validation


High-risk Use

High-risk Use is narrower. It is an add-on for work still blocked under Standard Use, removes life-sciences blocking
safeguards for the approved project, applies to one research project rather than the full team, and renews every six
months. It does not remove cyber classifiers or other non-life-sciences safeguards. This makes it a project
authorization, not a general elevation of privilege.

Table 1 summarizes the launch terms and the resulting governance interpretation.

Decision field Standard Use High-risk Use

Intended scope Most life-sciences work, including routine workloads
across basic science, R&D, supply chain, and
manufacturing

Work that remains blocked under Standard Use

Authorization unit Entire team and diverse daily workloads One named research project (anthropic.com)

Renewal Annual Every six months (ai.watch.impress.co.jp)

Models at launch Mythos 5.1, Opus 5, and Sonnet 5
(ai.watch.impress.co.jp)

Opus 5 and Sonnet 5 generally available; Mythos
limited to additionally vetted entities (anthropic.com)

Safeguard effect More permissive life-sciences access within the grant Removes life-sciences request blocking for the
approved project; other safeguards remain

Recommended
evidence

Team roster, workload catalog, data classes, owner,
controls, training

All Standard evidence plus project protocol, named
staff, boundaries, hazard review, and closeout plan

The distinction prevents two common category errors. First, “high risk” here is Anthropic's grant label, not
automatically the same as a GxP criticality or enterprise risk rating. Second, access approval does not validate a
scientific method or regulated workflow. Organizations should map the Anthropic grant to their own risk taxonomy
and keep both decisions visible.

For a mixed portfolio, one researcher may hold Standard Use for daily work and one or more High-risk grants for
named projects. The access system should therefore support project-aware authorization, not merely a binary
“LSVP user” group. In the API and Claude Science, users can switch grants natively; Claude.ai and Claude Code
initially apply a preselected default grant, except Claude Code using API authentication. That surface difference
should be part of user training and technical testing.

Product Surfaces, Models, and Availability

The launch supports Anthropic's first-party console for API use plus Claude Enterprise and Team. Individual Pro
and Max plans were future intentions, not launch capabilities (ai.watch.impress.co.jp). LSVP was also unavailable
on third-party platforms at launch, so organizations should not assume that an approval automatically transfers to
Amazon Bedrock or Google Cloud (anthropic.com).

Table 2 maps the operating surfaces and the controls that matter most.

https://www.anthropic.com/news/life-sciences-verification-program#:~:text=This%20grant%20applies%20to%20a%20single%20research%20project%20as%20opposed%20to%20a%20full%20team
https://ai.watch.impress.co.jp/docs/news/2142224.html#:~:text=%E5%B9%B4%E3%81%AB1%E5%9B%9E%E6%9B%B4%E6%96%B0%E3%81%95%E3%82%8C%E3%82%8B%E3%80%82%E9%AB%98%E3%83%AA%E3%82%B9%E3%82%AF%E4%BD%BF%E7%94%A8%E3%81%AE%E5%A0%B4%E5%90%88%E3%80%816%E3%81%8B%E6%9C%88%E3%81%AB1%E5%BA%A6%E6%9B%B4%E6%96%B0%E4%BD%9C%E6%A5%AD%E3%81%8C%E7%99%BA%E7%94%9F%E3%81%99%E3%82%8B%E3%80%82
https://ai.watch.impress.co.jp/docs/news/2142224.html#:~:text=%E6%A8%99%E6%BA%96%E4%BD%BF%E7%94%A8%E3%81%AE%E5%A0%B4%E5%90%88%E3%80%81Mythos%205.1%E3%80%81Opus%205%E3%80%81Sonnet%205%E3%81%AB%E9%81%A9%E7%94%A8%E3%81%95%E3%82%8C
https://www.anthropic.com/news/life-sciences-verification-program#:~:text=High-risk%20grants%20for%20Claude%20Opus%205%20and%20Claude%20Sonnet%205%20are%20available%20today.
https://intuitionlabs.ai/articles/claude-code-life-science-applications
https://ai.watch.impress.co.jp/docs/news/2142224.html#:~:text=%E5%80%8B%E4%BA%BA%E5%90%91%E3%81%91Pro%E3%81%8A%E3%82%88%E3%81%B3Max%E3%83%97%E3%83%A9%E3%83%B3%E3%81%B8%E3%81%AE%E3%82%A2%E3%82%AF%E3%82%BB%E3%82%B9%E6%8B%A1%E5%A4%A7%E3%82%92%E7%B6%99%E7%B6%9A%E7%9A%84%E3%81%AB%E9%80%B2%E3%82%81%E3%81%A6%E3%81%84%E3%81%8F%E3%80%82
https://www.anthropic.com/news/life-sciences-verification-program#:~:text=It%20is%20also%20not%20yet%20available%20on%20third-party%20platforms.


Surface or model LSVP launch position Operational implication

Claude API, first-party
console

Supported; native grant switching Best fit for explicit routing, workspace isolation, service identities,
and project-level controls

Claude Science Supported; native grant switching Suitable for scientific workbench use, subject to approved data
and grant boundaries

Claude.ai Enterprise
or Team

Supported; preselected default grant Administrators should align the default to the dominant permitted
workload and prevent scope confusion

Claude Code Supported; default grant unless using
API authentication

Repository, secret, and data controls remain necessary; API
authentication can expose grant selection

Individual Pro or Max Not supported at launch; expansion
planned

Do not build the initial operating model around personal accounts

Third-party clouds LSVP not available at launch Bedrock or Google Cloud controls do not themselves create
LSVP eligibility

Mythos 5.1 Standard supported; High-risk
restricted

Confirm grant and entity eligibility before making Mythos a project
dependency

Opus 5 and Sonnet 5 Standard and High-risk supported Pin model IDs where reproducibility matters and govern upgrades
through change control

The table shows why product availability and cloud compliance must be separated. Amazon Bedrock lets
customers control retention modes and states that model providers cannot access Bedrock prompts or completions
(docs.aws.amazon.com) (docs.aws.amazon.com). Google Cloud similarly says request-response logging is
disabled by default and that customer data is not used to train managed models without permission
(docs.cloud.google.com) (docs.cloud.google.com). Those are useful platform controls, but the September launch
terms still exclude third-party platforms from LSVP.

The underlying commercial terms also need confirmation. As fetched, Claude Enterprise listed $20 per seat per
month billed annually, with usage scaling by model and task; no separate public LSVP price or surcharge was
found (claude.com). A budget should therefore distinguish seat fees, model usage, implementation, monitoring,
validation, and renewal work rather than treating verification as a complete price.

Application Evidence and Governance Readiness

Anthropic says it reviews research credentials, security standards, and ethical research oversight. The public
form does not publish a scoring rubric, turnaround time, approval rate, or detailed evidence list. Applicants should
build an auditable dossier without disclosing sensitive intellectual property in the use-case description, because
Anthropic asks for high-level descriptions rather than sensitive information.

A practical application dossier includes:

Organizational identity: legal entity, administrator, research mission, relevant facilities, and accountable
executive.

https://docs.aws.amazon.com/bedrock/latest/userguide/data-protection.html#:~:text=they%20don%27t%20have%20access%20to%20Amazon%20Bedrock%20logs%20or%20to%20customer%20prompts%20and%20completions.
https://docs.aws.amazon.com/bedrock/latest/userguide/data-retention.html#:~:text=No%20request%20or%20response%20data%20is%20written%20to%20durable%20storage
https://docs.cloud.google.com/gemini-enterprise-agent-platform/resources/zero-data-retention#:~:text=Request-response%20logging%3A%20This%20feature%20is%20disabled%20by%20default.
https://docs.cloud.google.com/gemini-enterprise-agent-platform/resources/zero-data-retention#:~:text=Google%20won%27t%20use%20your%20data%20to%20train%20or%20fine-tune%20any%20AI%2FML%20models
https://claude.com/pricing#:~:text=US%2420%2Fseat%2Fmonth%2C%20billed%20annually.%20Usage%20cost%20scales%20with%20model%20and%20task.


People and credentials: named principal investigators, scientific qualifications, employment or affiliation,
and role-specific access need.

Use-case inventory: high-level purpose, workflow, intended model and surface, expected inputs and
outputs, and explicit exclusions.

Project boundaries: for High-risk Use, one project definition, start and end dates, named team, repositories,
environments, and closeout criteria.

Security controls: single sign-on (SSO), provisioning, least privilege, logging, key management, endpoint
security, and incident response.

Ethical oversight: applicable institutional review, biosafety review, scientific governance, escalation routes,
and periodic reassessment.

Data classification: PHI, personal data, confidential research, intellectual property, export-controlled
information, and GxP records.

Monitoring operations: administrator contacts, triage coverage, evidence preservation, investigation
procedure, remediation, and reporting.

The enterprise control surface can support this dossier. SSO is available for Team, Enterprise, and Console
organizations, while System for Cross-domain Identity Management (SCIM) provisioning is limited to Enterprise and
Console organizations (support.claude.com) (support.claude.com). Enterprise custom roles can limit features, and
platform workspaces support role differences for fine-grained access (support.claude.com) (platform.claude.com).

For API workloads, the Admin API can manage members, workspaces, invites, and keys programmatically, and
Anthropic recommends workload identity federation where production environments should eliminate static secrets
(platform.claude.com) (platform.claude.com). These capabilities help, but the applicant still owns the mapping from
personnel and projects to grants.

Regulated organizations should connect the dossier to existing governance rather than create an isolated “Claude
process.” FDA's final February 2026 Computer Software Assurance guidance uses a risk-based approach for
production and quality-system automation (fda.gov). FDA and the European Medicines Agency (EMA) also
published 10 good-AI-practice principles tailored to the drug-development cycle (fda.gov). Neither document makes
an LSVP approval a regulatory authorization.

Monitoring, Retention, and PHI Separation

Shared responsibility and incident triage

LSVP replaces some real-time biology blocking with offline monitoring across patterns of behavior. Access is tied to
use cases specified in the application. Anthropic monitors traffic, can flag activity to organization administrators, and
expects triage and remediation within pre-agreed timeframes. Since those timeframes are not public, the contract
and operating procedure should define them before production use.

Table 3 allocates the principal responsibilities.

https://support.claude.com/en/articles/13132885-set-up-single-sign-on-sso#:~:text=Single%20sign-on%20is%20available%20for%20Team%20plans%2C%20Enterprise%20plans%2C%20and%20Console%20organizations.
https://support.claude.com/en/articles/13133195-set-up-jit-or-scim-provisioning#:~:text=SCIM%20provisioning%20is%20available%20for%20Enterprise%20and%20Console%20organizations%20only.
https://support.claude.com/en/articles/13930452-manage-custom-roles-on-enterprise-plans#:~:text=Custom%20roles%20let%20you%20define%20which%20features%20your%20members%20can%20access.
https://platform.claude.com/docs/en/manage-claude/workspaces#:~:text=Members%20can%20have%20different%20roles%20in%20each%20workspace%2C%20allowing%20fine-grained%20access%20control.
https://platform.claude.com/docs/en/manage-claude/admin-api#:~:text=manage%20your%20organization%27s%20members%2C%20workspaces%2C%20invites%2C%20and%20API%20keys%20programmatically
https://platform.claude.com/docs/en/manage-claude/authentication#:~:text=where%20you%20want%20to%20eliminate%20static%20secrets
https://www.fda.gov/regulatory-information/search-fda-guidance-documents/computer-software-assurance-production-and-quality-management-system-software#:~:text=This%20guidance%20describes%20a%20risk-based%20approach%20to%20establish%20confidence%20in%20the%20automation%20used%20for%20production
https://www.fda.gov/about-fda/artificial-intelligence-drug-development/guiding-principles-good-ai-practice-drug-development#:~:text=The%2010%20principles%20are%20tailored%20to%20the%20drug%20development%20cycle


Activity Anthropic Customer LSVP administrator Research or quality owner

Grant decision Reviews application and issues grant Submits complete scope and
maintains roster

Approves scientific purpose and
internal risk class

Traffic
monitoring

Monitors LSVP patterns within
published terms

Maintains reachable response
contacts

Supplies workflow context when
escalation occurs

Alert triage Flags cases and communicates
evidence available under terms

Coordinates initial assessment
within agreed time

Determines scientific legitimacy
and containment need

Access
remediation

May apply program controls Suspends or narrows user, key,
workspace, or grant access

Revises protocol, training, or
project scope

Evidence and
records

Maintains provider-side records under
retention terms

Preserves customer-side identity
and activity evidence

Maintains GxP records in the
validated system of record

Renewal Reassesses grant Provides updated scope, controls,
and roster

Confirms continuing need and
closes finished projects

This RACI-style allocation is deliberately more specific than “shared responsibility.” The phrase does not divide
work by itself. Amazon and Google use the same general concept for cloud compliance: AWS applies shared
responsibility to Bedrock data protection, and Google says HIPAA compliance is shared between provider and
customer (docs.aws.amazon.com) (cloud.google.com). The useful artifact is the assignment of each control,
evidence source, response time, and decision right.

Thirty-day retention and training use

LSVP traffic requires 30-day data retention. Anthropic says the data is compartmentalized, cannot be used for
training, and cannot be accessed by its life-sciences research teams. Covered-model documentation likewise
states that data is deleted automatically after 30 days, subject to documented exceptions (privacy.claude.com). For
commercial products more generally, Anthropic says inputs and outputs are not used for model training by default,
though explicit feedback or customer opt-in can change that treatment (privacy.claude.com).

Retention must be treated as a data-classification constraint, not merely a vendor setting. A Zero Data Retention
(ZDR) arrangement normally means prompts and responses are not stored at rest after the API response, but
covered models are an exception requiring 30-day retention (platform.claude.com) (platform.claude.com).
Workspace segmentation can still separate retained covered-model traffic from other workloads.

The two-organization PHI pattern

The LSVP beta and Anthropic's HIPAA-ready arrangement cannot be collapsed into one organization. Anthropic
states that LSVP is unavailable to BAA-enabled organizations during beta (anthropic.com). HIPAA-ready API use
requires a signed BAA plus a HIPAA-enabled organization, and beta features are generally outside the BAA unless
expressly identified (platform.claude.com) (platform.claude.com). Anthropic separately directs customers that need
HIPAA-ready and general-purpose access to use separate organizations.

The recommended pattern is therefore:

https://docs.aws.amazon.com/bedrock/latest/userguide/data-protection.html#:~:text=The%20AWS%20shared%20responsibility%20model%20applies%20to%20data%20protection%20in%20Amazon%20Bedrock.
https://cloud.google.com/security/compliance/hipaa#:~:text=compliance%20is%20a%20shared%20responsibility%20between%20the%20customer%20and%20Google
https://privacy.claude.com/en/articles/15425996-data-retention-practices-for-covered-models#:~:text=After%2030%20days%2C%20the%20data%20is%20deleted%20automatically
https://privacy.claude.com/en/articles/7996868-is-my-data-used-for-model-training#:~:text=By%20default%2C%20we%20will%20not%20use%20your%20inputs%20or%20outputs
https://platform.claude.com/docs/en/manage-claude/api-and-data-retention#:~:text=does%20not%20store%20customer%20prompts%20or%20responses%20at%20rest%20after%20the%20API%20response%20is%20returned
https://platform.claude.com/docs/en/manage-claude/api-and-data-retention#:~:text=Covered%20Models%2C%20which%20require%2030-day%20retention
https://www.anthropic.com/news/life-sciences-verification-program#:~:text=As%20a%20beta%2C%20LSVP%20is%20not%20available%20for%20BAA-enabled%20orgs.
https://intuitionlabs.ai/articles/claude-healthcare-life-sciences-ai-capabilities-2026
https://platform.claude.com/docs/en/manage-claude/api-and-data-retention#:~:text=With%20a%20signed%20BAA%20and%20a%20HIPAA-enabled%20organization
https://platform.claude.com/docs/en/manage-claude/api-and-data-retention#:~:text=Beta%20features%20are%20generally%20not%20covered%20under%20the%20BAA


1. HIPAA organization: BAA-enabled and HIPAA-enabled, limited to contractually covered API features, with
PHI permitted only under the executed agreement and customer controls.

2. LSVP research organization: non-BAA and non-HIPAA, with LSVP grants, no PHI, a permitted-data
catalog, independent keys, identities, workspaces, and monitoring procedures.

3. Controlled transfer boundary: only de-identified or otherwise approved data crosses into the LSVP
organization. HHS recognizes Expert Determination and Safe Harbor as the two HIPAA de-identification
methods, and Expert Determination requires a qualified expert to find a very small identification risk
(hhs.gov) (hhs.gov).

4. Separate records: regulated source data, approvals, and final GxP records remain in qualified systems.
LSVP output is treated as draft or analytical material until the applicable human review and system controls
are complete.

This pattern is architectural, not just contractual. Deliberate organization separation reduces the chance that an
administrator routes retained LSVP traffic into an environment intended for PHI.

Implementation Guidance and Vendor-Risk Questions

Apply-now versus defer decision

An organization should generally apply now when all of the following are true:

Scope is concrete: at least one non-PHI use case is defined at the right grant level.

Ownership is named: business, scientific, security, privacy, and quality owners accept their decision rights.

Identity is controlled: SSO, lifecycle provisioning, least privilege, and service-account governance are
operating.

Data is routable: prohibited classes can be blocked or kept in a separate organization and workspace.

Monitoring is actionable: an administrator can receive, investigate, document, and remediate an Anthropic
flag within the contracted timeframe.

Records are anchored: regulated decisions and records land in validated systems, with human review and
traceability.

Renewal is owned: annual and six-month dates are scheduled with evidence-refresh tasks.

It should generally defer production enrollment when PHI cannot be separated, the High-risk project cannot be
bounded, researchers share credentials, response coverage is undefined, retention conflicts with policy, or the
workflow would make Claude the uncontrolled system of record.

Vendor-risk and GxP review questions

Procurement and governance committees should ask:

https://www.hhs.gov/hipaa/for-professionals/special-topics/de-identification/index.html#:~:text=two%20methods%20that%20can%20be%20used%20to%20satisfy%20the%20Privacy%20Rule%E2%80%99s%20de-identification%20standard
https://www.hhs.gov/hipaa/for-professionals/special-topics/de-identification/index.html#:~:text=determines%20that%20the%20risk%20is%20very%20small%20that%20the%20information%20could%20be%20used


Contract scope: Which legal entity, organization IDs, workspaces, users, products, models, and grants are
covered?

Current availability: Are individual plans or third-party clouds now supported, or do the September launch
limits still apply?

Data lifecycle: What exactly is retained for 30 days, where, under which exceptions, and how is deletion
evidenced?

Monitoring access: Which Anthropic personnel or automated systems can access traffic, and what data
reaches the customer in an alert?

Incident service levels: What are the pre-agreed triage and remediation timeframes, escalation paths, and
suspension conditions?

Model change: Which model IDs are allowed, how are upgrades approved, and what regression evaluation
precedes a change? Anthropic says each model ID is pinned and provides at least 60 days notice before
retiring public models with active deployments (platform.claude.com) (platform.claude.com).

Evidence access: Which audit logs, compliance exports, certification reports, and Trust Portal materials are
available? Enterprise audit-log exports aggregate the prior 180 days, and Anthropic lists ISO 27001:2022
and SOC 2 Type I and II credentials for commercial products (support.claude.com) (support.claude.com)
(support.claude.com).

Regulated use: Which outputs influence a submission, trial, manufacturing process, safety activity, or quality
decision, and what independent verification is required?

This review should connect to recognized frameworks without assuming that a certification answers every use-case
question. ISO/IEC 42001 specifies an artificial-intelligence management system, while ISO/IEC 27001 focuses on
confidentiality, integrity, and availability through risk management (iso.org) (committee.iso.org). NIST organizes AI
risk work into Govern, Map, Measure, and Manage, a useful structure for the readiness dossier (airc.nist.gov). Its
Generative AI Profile centers on 12 risks and just over 200 actions, which can be cross-referenced rather than
copied wholesale (nist.gov).

Human and scientific accountability remain separate from vendor controls. WHO's health-AI principles say humans
should retain control over health systems and medical decisions and call for sufficient documentation before
deployment (who.int) (who.int). OECD principles call for potential risks to be assessed and managed through the
lifecycle, while ICH E8(R1) frames clinical-study quality through a risk-proportionate approach (oecd.org)
(database.ich.org).

For regulated workflows, the evidence package should follow the use, not the vendor label. FDA's AI guidance
proposes credibility assessment tied to a model's specific context of use (fda.gov). EMA says clinical-trial AI should
meet ICH E6 Good Clinical Practice and notes that development logs, validation records, tests, and training data
may be requested for higher-impact uses (ema.europa.eu) (ema.europa.eu). MHRA expects contract givers to
address data ownership, governance, and accessibility, and its scope covers organizations across the
pharmaceutical lifecycle (assets.publishing.service.gov.uk) (gov.uk). NIST characterizes its framework as voluntary,
so it should structure evidence rather than be represented as regulatory approval (nist.gov).

https://platform.claude.com/docs/en/about-claude/models/model-ids-and-versions#:~:text=Each%20Claude%20model%20ID%20identifies%20a%20pinned%20version%20of%20the%20model.
https://platform.claude.com/docs/en/about-claude/model-deprecations#:~:text=providing%20at%20least%2060%20days%27%20notice%20before%20model%20retirement
https://support.claude.com/en/articles/9970975-access-audit-logs#:~:text=within%20the%20past%20180%20days%20will%20be%20aggregated
https://support.claude.com/en/articles/10015870-what-certifications-has-anthropic-obtained#:~:text=ISO%2027001%3A2022%20%28Information%20Security%20Management%29
https://support.claude.com/en/articles/10015870-what-certifications-has-anthropic-obtained#:~:text=SOC%202%20Type%20I%20%26%20Type%20II
https://www.iso.org/standard/42001#:~:text=establishing%2C%20implementing%2C%20maintaining%2C%20and%20continually%20improving%20an%20Artificial%20Intelligence%20Management%20System
https://committee.iso.org/cms/live/live/en/sites/isoorg/home/insights-news/resources/iso-42001-explained-what-it-is/MAIN%20after/row-content/row-content-col1/standards/standard-reference-1%40/82875.html#:~:text=preserves%20the%20confidentiality%2C%20integrity%20and%20availability%20of%20information
https://airc.nist.gov/airmf-resources/airmf/5-sec-core/#:~:text=govern%2C%20map%2C%20measure%2C%20and%20manage%20AI%20risks
https://www.nist.gov/news-events/news/2024/07/department-commerce-announces-new-guidance-tools-270-days-following#:~:text=It%20centers%20on%20a%20list%20of%2012%20risks%20and%20just%20over%20200%20actions
https://www.who.int/news/item/28-06-2021-who-issues-first-global-report-on-ai-in-health-and-six-guiding-principles-for-its-design-and-use#:~:text=humans%20should%20remain%20in%20control%20of%20health-care%20systems%20and%20medical%20decisions
https://www.who.int/news/item/28-06-2021-who-issues-first-global-report-on-ai-in-health-and-six-guiding-principles-for-its-design-and-use#:~:text=sufficient%20information%20be%20published%20or%20documented%20before%20the%20design%20or%20deployment
https://www.oecd.org/content/dam/oecd/en/publications/reports/2019/06/what-are-the-oecd-principles-on-ai_f5a9a903/6ff2a1c4-en.pdf#:~:text=potential%20risks%20should%20be%20continually%20assessed%20and%20managed
https://database.ich.org/sites/default/files/ICH_E8-R1_Guideline_Step4_2021_1006.pdf#:~:text=those%20factors%20using%20a%20risk-proportionate%20approach
https://www.fda.gov/regulatory-information/search-fda-guidance-documents/considerations-use-artificial-intelligence-support-regulatory-decision-making-drug-and-biological#:~:text=risk-based%20credibility%20assessment%20framework%20that%20may%20be%20used%20for%20establishing%20and%20evaluating
https://www.ema.europa.eu/system/files/documents/scientific-guideline/reflection-paper-use-artificial-intelligence-ai-medicinal-product-lifecycle-en.pdf#:~:text=should%20meet%20applicable%20requirements%20in%20the%20ICH%20E6%20guideline%20for%20good%20clinical%20practice
https://www.ema.europa.eu/system/files/documents/scientific-guideline/reflection-paper-use-artificial-intelligence-ai-medicinal-product-lifecycle-en.pdf#:~:text=logs%20from%20model%20development%2C%20validation%20and%20testing%2C%20training%20data
https://assets.publishing.service.gov.uk/media/5aa2b9ede5274a3e391e37f3/MHRA_GxP_data_integrity_guide_March_edited_Final.pdf#:~:text=Contract%20Givers%20should%20ensure%20that%20data%20ownership%2C%20governance%20and%20accessibility%20are%20included
https://www.gov.uk/government/publications/guidance-on-gxp-data-integrity#:~:text=organisations%20involved%20in%20any%20aspect%20of%20the%20pharmaceutical%20lifecycle%20or%20GLP%20studies%20regulated%20by%20MHRA
https://www.nist.gov/publications/artificial-intelligence-risk-management-framework-generative-artificial-intelligence#:~:text=intended%20for%20voluntary%20use%20and%20to%20improve%20the%20ability


Cloud contracts require the same specificity. AWS offers a standard BAA but retains a shared-responsibility model
(aws.amazon.com). Google states that its BAA does not transfer responsibility for building a compliant solution,
advises against pre-general-availability offerings for PHI unless expressly permitted, and documents regional at-
rest storage for partner-model data (cloud.google.com) (cloud.google.com) (docs.cloud.google.com). Bedrock
similarly warns that store=false alone does not guarantee ZDR and evaluates special ZDR access by account
and model (docs.aws.amazon.com) (docs.aws.amazon.com).

Thirty-day implementation sequence

A compact readiness sprint can produce an evidence-based decision:

Days 1 to 5, inventory: list use cases, data classes, products, models, users, systems of record, and
present controls.

Days 6 to 10, classify: assign Standard or High-risk candidacy, GxP impact, privacy status, and scientific
owner.

Days 11 to 15, design: establish the HIPAA and LSVP organization boundary, workspaces, identity groups,
keys, logging, and routing rules.

Days 16 to 20, document: draft use-case descriptions, responsibility matrix, incident playbook, training, and
renewal evidence.

Days 21 to 25, test: run non-sensitive scenarios, access removal, alert simulation, evidence capture, output
review, and model-change tests.

Days 26 to 30, decide: governance committee records apply, pilot, or defer; the organization administrator
submits only after approvals.

IntuitionLabs' public methodology emphasizes measuring workflow penetration, time recovered, quality, risk signals,
reliability, and support burden before scaling. That is an appropriate neutral scorecard for a limited LSVP pilot
(intuitionlabs.ai).

Data Analysis and Evidence

The public evidence is strongest on program mechanics and weaker on outcomes. Anthropic reported “dozens” of
early-access organizations and forecast “hundreds” during the first launch week, but neither figure is a measured
adoption rate, approval rate, or benefit estimate. The application form explicitly says submission does not
guarantee access. Decision-makers should avoid converting vendor rollout language into a benchmark.

External data show why governance capacity, rather than demand alone, is the constraining variable. A Pistoia
Alliance survey of 200 experts across Europe, the Americas, and Asia-Pacific reported 68% using artificial
intelligence or machine learning, up from 54% in 2023, while 49% requested more data-governance frameworks
(pistoiaalliance.org) (pistoiaalliance.org) (pistoiaalliance.org). This survey is directional and sponsor-specific, not an
industry census.

https://aws.amazon.com/compliance/faq/#:~:text=AWS%20has%20a%20standard%20BAA%20we%20enter%20into%20with%20customers.
https://cloud.google.com/security/compliance/hipaa-compliance#:~:text=responsible%20for%20building%20a%20HIPAA%20compliant%20solution
https://cloud.google.com/security/compliance/hipaa#:~:text=Do%20not%20use%20Pre-GA%20offerings
https://docs.cloud.google.com/gemini-enterprise-agent-platform/models/partner-models/use-partner-models#:~:text=Your%20data%20is%20stored%20at%20rest%20within%20the%20selected%20region%20or%20multi-region
https://docs.aws.amazon.com/bedrock/latest/userguide/data-retention.html#:~:text=Setting%20%60store%3Dfalse%60%20does%20not%20guarantee%20zero%20data%20retention.
https://docs.aws.amazon.com/bedrock/latest/userguide/data-retention.html#:~:text=ZDR%20access%20is%20evaluated%20on%20a%20per-account%2C%20per-model%20basis
https://intuitionlabs.ai/#:~:text=Track%20workflow%20penetration%2C%20time%20recovered%2C%20quality%2C%20risk%20signals%2C%20reliability%2C%20and%20support%20burden%20before%20expanding%20the%20investment.
https://pistoiaalliance.org/news/lab-of-the-future-2024-global-survey/#:~:text=The%20survey%20of%20200%20experts%20spanning%20Europe%2C%20the%20Americas%20and%20APAC
https://pistoiaalliance.org/news/lab-of-the-future-2024-global-survey/#:~:text=The%20research%20reveals%20that%2068%25%20of%20respondents%20are%20currently%20using%20Artificial%20Intelligence%20and%20Machine%20Learning
https://pistoiaalliance.org/news/lab-of-the-future-2024-global-survey/#:~:text=respondents%20called%20out%20the%20need%20for%20more%20data%20governance%20frameworks%20%2849%25%29


Regulatory activity is also measurable. FDA reported experience with more than 500 drug submissions containing
AI components from 2016 through 2023 (fda.gov). A 2026 peer-reviewed analysis screened 26,480 EMA-related
documents, found AI use in 52, and identified 43 unique tools (pubmed.ncbi.nlm.nih.gov). These figures establish
growing regulatory contact, not approval of LSVP or Claude for a particular regulated task.

Other studies illustrate readiness gaps. One laboratory-medicine survey reported active AI projects in only 25.6% of
laboratories, while a 104-person pharmacologist survey found 79.8% identifying limited tool access, expertise, and
training as a barrier (pubmed.ncbi.nlm.nih.gov) (pubmed.ncbi.nlm.nih.gov) (pubmed.ncbi.nlm.nih.gov). Different
populations and methods prevent direct comparison, but they support budgeting for operating capability as well as
access.

A transparent readiness score

Use the organization's own applicable-control denominator:

Readiness score = completed applicable controls / total applicable controls × 100

Score these eight domains: use-case scope, grant mapping, identity, data separation, monitoring response,
scientific or ethical oversight, GxP record controls, and renewal ownership. Mark a control “not applicable” only with
a recorded rationale. Do not import a pass threshold from this report. A committee might require every critical
control to be complete even when the aggregate score is high, because averaging can hide one decisive gap such
as PHI routing.

Implications and Future Directions

LSVP creates a more explicit market for verified scientific access. The immediate benefit is not simply model
capability. It is the ability to replace ambiguous fallback behavior with governed grants attached to teams and
projects. The cost is a more complex operating model: retention, monitoring, renewal, scope enforcement, and
product-surface differences must be made visible to researchers.

Several launch conditions may change quickly. Anthropic stated plans to expand access to individual Pro and Max
plans, scale enrollment, and explore integration with Enterprise Frontier Safeguards. EFS itself was scheduled to
roll out in phases later in fall 2026 and includes opt-in customer-owned storage and customer-managed encryption
options (anthropic.com) (anthropic.com). Buyers should treat these as roadmap statements until enabled in their
contract and environment.

Governance expectations will also continue to converge around lifecycle evidence. EMA recommends monitoring
deployed model performance for early drift detection and extending GxP governance to all data, models, and
algorithms in higher-impact uses (ema.europa.eu) (ema.europa.eu). MHRA guidance tells cloud-service users to
assess service scope, data ownership, retrieval, retention, and security (assets.publishing.service.gov.uk). Those
obligations remain with the regulated organization regardless of the access grant.

https://www.fda.gov/about-fda/center-drug-evaluation-and-research-cder/artificial-intelligence-drug-development?trk=public_post_comment-text#:~:text=over%20500%20submissions%20with%20AI%20components%20from%202016%20to%202023
https://pubmed.ncbi.nlm.nih.gov/42095708/?fc=20230925160632&ff=20260507175029&v=2.20.0#:~:text=Of%2026%2C480%20documents%20screened%2C%2052%20documents%20contained%20AI%20use%2C%20reflecting%2043%20unique%20AI%20tools
https://pubmed.ncbi.nlm.nih.gov/39443973/#:~:text=Only%2025.6%20%25%20of%20laboratories%20reported%20ongoing%20AI%20projects
https://pubmed.ncbi.nlm.nih.gov/40452317/#:~:text=A%20total%20of%20104%20pharmacologists%20participated%2C%20with%2064%20from%20academia%20and%2040%20from%20the%20industry
https://pubmed.ncbi.nlm.nih.gov/40452317/#:~:text=Limited%20access%20to%20AI%20tools%2C%20expertise%2C%20and%20training%20%2879.8%25%29
https://www.anthropic.com/news/enterprise-frontier-safeguards#:~:text=EFS%20will%20be%20rolling%20out%20to%20customers%20in%20phases%2C%20starting%20later%20this%20fall.
https://www.anthropic.com/news/enterprise-frontier-safeguards#:~:text=Customer-owned%20storage%2C%20Customer-Managed%20Encryption%20Keys%2C%20and%20fully%20automated%20review%20are%20each%20opt-in
https://www.ema.europa.eu/system/files/documents/scientific-guideline/reflection-paper-use-artificial-intelligence-ai-medicinal-product-lifecycle-en.pdf#:~:text=Monitoring%20of%20model%20performance%20should%20be%20instituted%20to%20allow%20early%20detection
https://www.ema.europa.eu/system/files/documents/scientific-guideline/reflection-paper-use-artificial-intelligence-ai-medicinal-product-lifecycle-en.pdf#:~:text=should%20be%20extended%20to%20include%20all%20data%2C%20models%20and%20algorithms
https://assets.publishing.service.gov.uk/media/5aa2b9ede5274a3e391e37f3/MHRA_GxP_data_integrity_guide_March_edited_Final.pdf#:~:text=service%20provided%2C%20ownership%2C%20retrieval%2C%20retention%20and%20security%20of%20data


Frequently Asked Questions (FAQs)

What are the Anthropic Life Sciences Verification Program requirements?

The beta initially targets qualifying teams and institutions. Anthropic reviews research credentials, security
standards, and ethical research oversight. The public material does not publish a deterministic Anthropic life
sciences eligibility score, and the application does not guarantee acceptance. An organization administrator should
apply with high-level use cases that omit sensitive information and intellectual property.

How does the Anthropic verification process for life sciences work?

Anthropic pharma access verification begins with an organization-admin application, a high-level use-case
description, and review of credentials, security, and ethical oversight. If approved, the organization receives the
applicable Standard or High-risk grant. Access then remains tied to the stated use cases, monitored traffic,
customer triage, and renewal.

Is LSVP the same as Claude for pharmaceutical companies?

No. Claude Enterprise, Team, API, Claude Science, and Claude Code are product surfaces. LSVP is a verified-
access program layered onto supported surfaces for approved life-sciences scopes. Pharmaceutical companies
may use Claude outside LSVP for permitted workloads, while LSVP addresses biology tasks that general
safeguards may block.

Does Claude Enterprise provide compliance for pharma?

No. Claude Enterprise compliance for pharma depends on the configured workflow, contract, data, and customer
controls. LSVP beta organizations cannot be BAA-enabled. HIPAA-ready API use is a separate arrangement, and
customers remain responsible for compliant design. Google likewise states that customers are responsible for
securing their applications, and AWS describes Bedrock as HIPAA eligible rather than automatically making a
customer compliant (cloud.google.com) (aws.amazon.com).

What should Anthropic life sciences governance include?

Anthropic life sciences governance should include use-case and grant mapping, named decision owners, identity
lifecycle, data classification, PHI separation, monitoring response, human scientific review, regulated-record
controls, model change management, and renewal. AI governance readiness for pharma is demonstrated by
operating evidence for those controls, not by the grant alone.

Can a BAA-enabled organization turn on LSVP in another workspace?

The launch terms say LSVP is unavailable to BAA-enabled organizations, so workspace separation inside the same
organization is not enough. Use separate organizations, separate credentials and keys, explicit data-routing
controls, and a documented transfer boundary.

https://cloud.google.com/security/compliance/hipaa#:~:text=the%20customer%20is%20responsible%20for%20ensuring%20that%20the%20environment%20and%20applications
https://aws.amazon.com/bedrock/security-compliance/#:~:text=is%20HIPAA%20eligible%2C%20and%20customers%20can%20use%20Bedrock%20in%20compliance
https://intuitionlabs.ai/articles/gxp-ai-compliance-inspection-readiness-guardrails
https://intuitionlabs.ai/articles/gxp-ai-compliance-inspection-readiness-guardrails
https://intuitionlabs.ai/articles/pharma-ai-governance-gxp-compliance


Is LSVP available through Amazon Bedrock or Google Cloud?

Not at the September 17 launch. The program was limited to Anthropic's first-party console, Enterprise, and Team
surfaces. Cloud-provider retention and security features remain relevant to other Claude deployments, but they do
not substitute for LSVP enrollment.

What is the difference between Standard and High-risk Use?

Standard Use is team-capable, intended for most life-sciences work, and renewed annually. High-risk Use is a
project-specific add-on for work blocked under Standard Use and renews every six months. At launch, High-risk
access was generally available for Opus 5 and Sonnet 5, while Mythos required additional vetting.

Does LSVP provide GxP or FDA compliance?

No. It provides access under program safeguards. FDA says Part 11 applies to electronic records created or
maintained under agency record requirements and continues to expect controls such as access limited to
authorized individuals (fda.gov) (fda.gov). The organization must determine intended use, validate controls
proportionately, preserve records, and oversee decisions.

How often should governance review the deployment?

At minimum, align formal review to the grant cycle, annually for Standard Use and every six months for High-risk
Use. Also review on material changes to model, use case, data class, product surface, contract, monitoring terms,
team membership, or regulatory impact. ISPE's GAMP guidance promotes a lifecycle approach and explicitly
describes itself as pragmatic guidance rather than a prescriptive standard (ispe.org) (ispe.org).

Conclusion

The Anthropic Life Sciences Verification Program turns biology access into an explicit governance decision. Its
value is clearest for legitimate research teams whose work is constrained by generally available safeguards and
whose organizations can support verified scope, controlled identities, monitored use, and recurring review.

The correct grant follows the work. Standard Use fits broad, routine team workloads and an annual review cycle.
High-risk Use fits one bounded project that needs more permissive biology access and can sustain six-month
reassessment. Product selection follows next: first-party API and Claude Science provide native grant switching,
while Claude.ai and Claude Code require closer attention to the default grant. Mythos High-risk availability requires
separate confirmation.

Data architecture can decide the outcome before model preference does. LSVP requires 30-day monitoring
retention and excludes BAA-enabled organizations during beta. A pharmaceutical or biotechnology company that
also processes PHI should build a genuinely separate non-HIPAA LSVP organization, prevent PHI entry, and keep
regulated records in controlled systems. If that boundary cannot be enforced, deferral is the responsible decision.

https://www.fda.gov/regulatory-information/search-fda-guidance-documents/part-11-electronic-records-electronic-signatures-scope-and-application#:~:text=Part%2011%20applies%20to%20records%20in%20electronic%20form%20that%20are%20created
https://www.fda.gov/regulatory-information/search-fda-guidance-documents/part-11-electronic-records-electronic-signatures-scope-and-application#:~:text=limiting%20system%20access%20to%20authorized%20individuals
https://ispe.org/topics/gamp#:~:text=Promotes%20a%20system%20life%20cycle%20approach%20based%20on%20good%20practice
https://ispe.org/topics/gamp#:~:text=does%20not%20define%20a%20prescriptive%20method%20or%20a%20standard


Finally, approval should be treated as permission to operate within a defined scope, not proof of HIPAA, GxP, FDA,
scientific, or validation readiness. Organizations that can document applicable controls, name owners, simulate
incident response, and preserve the separation between access and compliance are ready to apply. Those that
cannot should use the published terms as a concrete remediation plan, then reconsider enrollment when the
evidence is complete.

For informational purposes. Verify critical medical, legal, financial, regulatory, and technical information with qualified professionals and primary
sources.


