Technical Specifications Translation Glossary - Official Clinical Overview &
Technical Datasheet

EXECUTIVE SUMMARY

The Technical Specifications Translation Glossary (TSTG) is a controlled
terminology asset engineered for global medical aesthetic device
documentation, regulatory submissions, and clinical training. It establishes a
single, auditable lexicon that maps source-language technical terms —
wavelength, fluence, pulse duration, spot size, cooling architecture, and safety
classifications—to standardized English equivalents with defined metrological
units and tolerance bands. The glossary eliminates ambiguity across OEM
datasheets, IFUs, and CE/FDA technical files, ensuring that every translated
specification remains traceable to its original engineering value. This datasheet
defines the glossary scope, governance model, and deployment protocols for

clinics and distributors operating multilingual device fleets.



CLINICAL ARCHITECTURE & DESIGN

The TSTG is structured as a hierarchical ontology with four primary domains:
Optical Parameters, Thermal Management, Electrical & Safety, and Clinical
Application. Each entry carries a unique term ID, source-language variants,
approved English term, S| unit, acceptable abbreviation, and a normative
definition aligned with IEC 60601-1 and ISO 13485 documentation practices.
The architecture enforces one-to-one mapping between a physical quantity
and its textual representation, preventing the common failure mode where
‘fluence’ is rendered in J/cm? in one document and mJ/cm? in another. Version
control is maintained through a master index with change-log traceability, and
every approved term is cross-referenced to the device model and handpiece

configuration in which it appears.



KEY INDICATIONS & CAPABILITIES

The glossary supports the full documentation lifecycle of multi-wavelength
diode and IPL platforms. Capability highlights include: standardized translation
of 15+ laser and light parameters; harmonized terminology for
sapphire-contact cooling, TEC, and water-circuit subsystems; consistent
rendering of regulatory classifications (Class Il, Type BF, IPX4); and a validated
synonym table that resolves regional variants without altering metrological
meaning. The asset is deployed in datasheet generation, clinical protocol
authoring, distributor training decks, and post-market surveillance reports. It is
model-agnostic and scales from single-clinic installations to enterprise med spa

fleets.

COMPLIANCE & STANDARDS

The TSTG is governed by a documented quality procedure consistent with 1ISO
13485:2016 clause 4.2.4 (control of documents) and ISO 17100 translation
quality principles. Terminology entries are validated against IEC 60601-1, IEC
60825-1, and applicable FDA 21 CFR 1040.10 references. The glossary does not
itself constitute a medical device; it is a documentation control instrument. All
approved terms are reviewed by a clinical product manager and a regulatory

affairs specialist prior to release, and the master index is retained for the device



lifetime plus the statutory retention period.

TECHNICAL SPECIFICATIONS

[Text...]

Parameter

Specification

Glossary Domains

Opttical Parameters; Thermal
Management; Electrical & Safety;

Clinical Application

Term Entry Fields

Term ID; source variants; approved
English term; S| unit; abbreviation;

normative definition

Governance Standard

ISO 13485:2016 clause 4.2.4; 1SO

17100 terminology principles

Reference Standards

IEC 60601-1; IEC 60825-1; FDA 21 CFR

1040.10

Unit Convention

Fluence in J/cm2; wavelength in nm;

pulse duration in ms; spot size in mm

Version Control

Master index with change-log;

device-lifetime retention

Audit Frequency

Quarterly, 10% document sampling;




2% error threshold

Deployment Scope Datasheets; IFUs; clinical protocols;

distributor training; PMS reports

CLINICAL PROTOCOLS

Deployment follows a three-stage protocol. Stage 1 — Term Extraction:
engineering and clinical teams extract all specification terms from the source
IFU and datasheet. Stage 2—Mapping and Validation: each term is matched to
the master index, assigned SI units, and checked for dimensional consistency.
Stage 3—Publication: approved terms are locked and embedded into the PDF
export pipeline. Clinics must use the glossary for all translated treatment
parameter sheets, and any deviation requires a documented variance request.
Quarterly audits sample 10% of published documents for terminology drift,

with corrective action triggered at a 2% error threshold.







