Clinical Architecture & Performance Reference Manual: Pre-Contract
Non-Disclosure and Data Sharing Agreement

EXECUTIVE SUMMARY

The Pre-Contract Non-Disclosure and Data Sharing Agreement (NDA-DSA) is a
foundational governance instrument engineered for medical aesthetic device
OEM manufacturers operating at the highest tier of clinical technology transfer.
This document establishes the legal, technical, and operational architecture
required to protect proprietary hardware designs, treatment parameter
algorithms, clinical outcome datasets, and patient safety telemetry prior to the
execution of binding commercial contracts. In an industry where intellectual
property represents the core asset value, this agreement framework ensures
that all pre-contractual exchanges of technical documentation, firmware
specifications, optical calibration data, and clinical validation reports remain
strictly confidential, traceable, and legally defensible across multiple

jurisdictions.



CLINICAL ARCHITECTURE & DESIGN

The NDA-DSA operates as a multi-layered governance platform, structurally
analogous to a device control system with distinct functional modules. The first
module, the Confidentiality Perimeter, defines the scope of protected
information including but not limited to: laser bar configurations, sapphire
cooling tip geometry, pulse width generation pipelines, fluence management
algorithms, and patient treatment outcome databases. The second module, the
Data Sharing Protocol, establishes encrypted transmission channels for clinical
validation datasets, adverse event logs, and post-market surveillance metrics.
The third module, the Compliance Verification Layer, embeds audit trails and
jurisdiction-specific enforceability clauses aligned with FDA 21 CFR Part 11, EU
MDR 2017/745, and I1SO 13485 documentation control requirements. This

architecture ensures that every data packet exchanged during due diligence



carries a verifiable chain of custody.

KEY INDICATIONS & CAPABILITIES

The NDA-DSA framework is indicated for deployment in the following scenarios:
pre-acquisition technical evaluation of aesthetic laser platforms, OEM
component sourcing negotiations, clinical trial data exchange between device
manufacturers and dermatology research centers, and joint development
agreements for next-generation handpiece technologies. Capabilities include:
unilateral and bilateral confidentiality constructs, residual knowledge clauses,
non-solicitation provisions for clinical staff, data residency compliance for GDPR
and HIPAA, and automatic expiration triggers tied to contract execution or
termination. The agreement supports both per-disclosure and ongoing
data-sharing relationships, with scalable terms for single-site clinics and

multi-national med spa fleets.

COMPLIANCE & STANDARDS

This agreement framework is engineered to satisfy the following regulatory and
standards bodies: United States Food and Drug Administration (FDA)
requirements for pre-submission data integrity, European Union Medical

Device Regulation (MDR) 2017/745 Annex IX documentation protocols, ISO



13485:2016 Clause 4.2.4 control of records, ISO 14971 risk management file
integration, and Health Insurance Portability and Accountability Act (HIPAA)
Privacy Rule for protected health information (PHI) de-identification. The
document further aligns with the Physician Payments Sunshine Act reporting
exemptions and the Uniform Trade Secrets Act (UTSA) as adopted by individual
states. International arbitration clauses reference the ICC Arbitration Rules and
the Singapore International Arbitration Centre (SIAC) for cross-border

enforceability.

TECHNICAL SPECIFICATIONS

The following specification register defines the operational parameters,
structural boundaries, and performance metrics of the Pre-Contract
Non-Disclosure and Data Sharing Agreement. These specifications are intended
for review by legal counsel, clinical affairs directors, and regulatory compliance

officers prior to execution.

Parameter Specification

Agreement Type Pre-Contract Non-Disclosure and Data

Sharing Agreement (NDA-DSA)

Governing Jurisdictions United States, European Union, United

Kingdom, Singapore, UAE




Confidential Information Scope

Hardware schematics, optical
calibration data, firmware source code,
clinical outcome datasets, patient
telemetry, supplier pricing, treatment

parameter algorithms

Data Sharing Encryption Standard

AES-256 bit for data at rest; TLS 1.3 for

data in transit

Audit Trail Compliance

FDA 21 CFR Part 11, EU MDR Annex IX,

ISO 13485:2016 Clause 4.2.4

Electronic Signature Standard

elDAS Regulation (EU) No 910/2014,

ESIGN Act (US)

Breach Notification Period

72 hours from discovery

Data Return / Destruction Timeline

30 calendar days post-termination or

contract execution

Residual Knowledge Clause

Optional, with defined carve-out for

unaided memory retention

Non-Solicitation Provision

12-month  mutual restriction on
clinical staff and  engineering

personnel

Arbitration Framework

ICC Arbitration Rules / SIAC Rules

(selectable)

Agreement Term

24 months from execution, or until




superseded by binding commercial

contract

Automatic Expiration Trigger

Execution of Definitive  Supply
Agreement or Development

Agreement

Liquidated Damages

Per-breach  schedule defined in
Appendix C, capped at 200% of

disclosed data valuation

PHI De-ldentification Standard

HIPAA Safe Harbor Method (45 CFR

164.514(b)(2))

Document Control Version

OEM-NDA-DSA-v4.2 (Q3 2026

Release)

Applicable Standards

ISO 13485:2016, ISO 14971:2019, FDA

21 CFR Part 820, EU MDR 2017/745

Regulatory Alignment

FDA, EU MDR, UKCA, TGA, Health

Canada, SFDA

Review Cycle

Bi-annual legal and regulatory

compliance review

Execution Format

Wet-ink original or qualified electronic

signature with timestamp

Language

English (binding); certified translations

available for Mandarin, German,




French, Arabic

Governing Law State of Delaware, USA (default);
alternative jurisdictions available upon

negotiation

CLINICAL PROTOCOLS

Execution of the NDA-DSA follows a defined clinical workflow analogous to
device deployment protocols. Step 1: Pre-Execution Audit — both parties
conduct an internal review of existing intellectual property, prior disclosures,
and jurisdictional requirements. Step 2: Scope Definition — the disclosing
party completes Appendix A (Confidential Information Schedule) and Appendix
B (Permitted Use Matrix). Step 3: Digital Signature and Timestamp —
execution via qualified electronic signature platform with audit trail generation
compliant with eIDAS Regulation (EU) No 910/2014. Step 4: Secure Data Room
Provisioning — encrypted repository access granted for clinical datasets,
firmware documentation, and optical calibration logs. Step 5: Periodic
Compliance Attestation — quarterly confirmation of continued adherence,
with breach notification obligations within 72 hours. Step 6: Termination and
Data Return — upon contract execution or agreement expiration, all

confidential materials are either returned or certified as destroyed within 30




calendar days.
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