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SAFE-BioPharma In A Nutshell

Created by the biopharmaceutical industry and its regulators to 
provide global high-assurance identity trust for cyber-transactions 
across the biopharmaceutical and healthcare sectors. 

– Global regulatory compliant
– Contract based covering liability and interoperability
– Privacy protected under both US and EU regulations + Safe Harbor
– Legally enforceable, non-repudiable

We represent over 45 industry members and over 25 vendor 
partners plus alliances with SDOs such as HL7, CDISC, OASIS

A standards collaborative operating three Trust Frameworks
– SAFE-Bridge CA cross-certified with FBCA at Basic, Medium, Medium Hardware and encompassing the 

ETSI Qualified Certificate Program with 4 cross-certified CAs (US and EU) and several more in the pipeline
– FICAM-approved Trust Framework Provider at LOA 1, 2, 3, with 5 Identity Manager members and 3 CSP 

members
– Global Trust Framework Provider aligned with EU eIDAS Regulation 910/2014 at Low, Substantial and High



SAFE-BioPharma Association Trust 
Architecture



SAFE-BioPharma Roles in FICAM

• PKI Bridge CA cross-certified with Federal Bridge CA at Basic, 
Medium, Medium Hardware
– Transitive trust with CAs cross-certified with SBCA
– Focused on B to G business processes

• FICAM-approved Trust Framework Provider at LOA 1, 2, 3.
– Multiple Identity Manager members and full-service CSPs

• Technical and policy support to FICAM PMO and FPKI Policy 
Authority
– We are your business partners with many years’ experience in 

providing production services



Utilization So Far

Highly successful pilots 
with NCI

Connectivity with NIH 
iTrust Federated 
Gateway

GlaxoSmithKline uses 
VA and DoD digitally 
signed forms in clinical 
trials documentation



Opportunities: Leveraging SAFE 
Credentials in B2G Transactions

USPTO: Patent/trademark/copyright signatures and filings

FDA: Regulatory filings, audits, reports, approvals, clinical trials data 
access

EPA: Superfund and other environmental reports

DHS: Critical infrastructure protection

DOJ: Reports re consent decrees; DEA EPCS; diversions, theft, loss and 
counterfeits; manufacturing controls; imports/exports

DHHS: average wholesale price reporting; Sunshine Act/transparency 
reporting; price reviews; health IT eSMD, authenticated EHR

SEC: Filings

Treasury/IRS: Tax and related filings

FTC: Anti-trust enforcement



Good Reasons for Agencies to Leverage 
Interoperable Digital Credentials

Budgets under pressure; need 
to reduce costs and do more 
with less

Improve efficiencies of B2G 
processes

Improve cybersecurity postures 
and privacy protections by 
integrating high assurance 
digital credentials into online 
processes

Duty of agencies to support 
government-founded framework 
for trust



For Further Information/Contact

www.safe-biopharma.org

Mollie Shields-Uehling, CEO
– mollie@safe-biopharma.org

Peter Alterman, COO
– palterman@safe-biopharma.org

Betsy Fallen, Global Head of Marketing
– bfallen@safe-biopharma.org
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