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Overview

A specialized Al-powered tool
for high-fidelity English-to-
Chinese NMPA document
translation.

Application Overview

Features, capabilities & supported formats

System Setup

Initialization, authentication & interface

Core Features

Glossary, prompts & translation workflows

Operations & Support

Troubleshooting & best practices






Application Features

A specialized Al-powered tool for high-fidelity English-to-Chinese NMPA submission document translation.

Glossary
Support

Enforce
terminology
consistency across
projects with
managed glossary
sets.

Vector Search

Context-aware
RAG retrieval for
accurate, domain-
specific phrasing.

Abbreviation
Handling

Automated
expansion and
management of

technical
acronyms.

Prompt
Customization

Fine-tune the Al
persona and
instruction set per
project.

Supported
Formats

DOCX (Word),
XML (Structured
Data), and Plain

Text files.






System Initialization

Launch Application Prerequisites

BRI © Fyinon Envionment

Start the Streamlit Ul via command line. The system initializes and the 0 Azure Credentials
browser interface opens automatically.

0 Network Access

Azure Authentication

Complete the first-time Azure authentication sequence to establish
credentials for APl and storage access.

Verify APl Access

Confirm that API keys are valid and the vector storage connection is °
active before proceeding.




SECTION

Core
Features

Corpus Management
Prompt Editor

Translation Workflows




Corpus Management

The Corpus Lifecycle

Create fresh Modify existing Commit changes to Backup current
corpus sets definitions system terms

Required Data Formats

JSON Schema CSV Structure
{ . .

"Demographics": "AOZE", . .
"Functional Tests": "IHBEIEEE" Functional Tests THEEE

}
Genomics Findings HERAFARER

Adverse Events AEREMH °



Corpus Management

Abbreviation List
System Status
Available Abbreviation Files Actions

& Environment Ready Select an abbreviation file: (3

» New Abbreviation List
© abbreviations.json

> Environment Variables & Export Abbreviation List

M il abbreviations.json: 5 terms
[ Refresh Environment &) Update Abbreviation List

Vector Library Management

Cache Management Available Vector Collections Actions

Select a collection: (%)

> Cache Status > New Vector Library

© vector_store_collection_collection

& Clear All Caches & Export Vector Library

il Collection: vector_store_collection_collection

Navigation &l Update Vector Library

‘. Settings v ‘

Translation Dictionary Management

Available Translation Dictionary Files Actions

Ma Aictinnam filac faiind Tlnlaad A filata craaka o nans branclatinn dicdianan, LOad DiCtionary °



Prompt Editor Configuration

Customize the instructional logic sent to the Al model.

Modification Process Configuration Management

0 Import Config
Load saved configuration files
0 Export Config

Save current settings externally

Select Edit Save
Choose the specific Modify text instructions Restore Defaults
. : . Apply changes to the :
prompt template from the directly in the editor Reset to factory prompt settings

. ) . active translator session.
available library. interface.

/I\ Safety Protocol — Restore Defaults

Revert to original system instructions if errors occur during prompt editing.



Prompt Editor Configuration

System Status

4 Environment Ready P ro m pt Ed ito r

> Environment Variables B4 Prompt Manager initialized successfully

) Refresh Environment

> Edit Prompts

Select a prompt to edit: ®
system_prompt v
Cache Management
Prompt: system_prompt Characters
> Cache Status .
Description: &2~ 18 - BFEIIF T EMBENENF 2].61
W Clear All Caches
Content - system_prompt
Navigation
Prompt Content: (@)
‘ Prompt Editor‘ v

You are a professional medical document translation expert. Please translate according to the provided reference documents,
maintaining the accuracy and consistency of medical terminology.|f there is no relevant content in the reference documents, translate
based on your professional knowledge.Reference document content:

{reference_contextHglossary_instruction}

Prompt Actions

E4 Config file exists

Translation reauiirements:1. Maintain the accuracv of medical terminnlasv 2. Precerve the intesritv of the meanine 2 llse farmal medical



Document Translation Workflow

Select Mode > Upload File > Al Processing »  Review Comparison
DOCX / XML
\4
E C ER
Manual Edit > Update File »  Update Vector Store  » Download Result

Feeds manual corrections back into the vector store, improving future translation accuracy over

Y Critical — Step 7: fime.




Document Translation Workflow

System Status

[ Environment Ready

> Environment Variables

£} Refresh Environment

Cache Management

> Cache Status

Clear All

Navigation

Translation Window ~

Translation Agent Control

nt Ready

) Reset Agent

Cache Management

> Cache Status

Clear All Caches

Navigation

Translation Window v

Translation Agent Control

File Upload

Upload a file to translate

Drag and drop file here
test3.docx

Translation Comparison
Original Text
1

GBCAs1

2] Using the FAS1 population, the same analytical approach as described
in Section 4.2.1.2 will be used; the only difference being the treatment
variable consisting of combined pre- and post-gadoquatrane MR image
sets vs pre-gadoquatrane image sets.

[3] Abbreviation

4] Definition

5] ENR

6] Enrolled analysis set
Download Translation

Format preserved: DOCX > DOCX

& Download DOCX Translation

Update Translation File

To demonstrate non-inferior efficacy of gadoquatrane compared to SoC

Translated

1] iiEBAgadoquatran

GBCAs,

2] fEFIFASIARY, 1§%
RiERBAEREI SIS
gadolquatrane MRE{§ 5%

z

3
~
7]

Deploy

Browse files

AP
PLACEHOLDER_SUPERSCRIPT_0000__#8LELAHAFSHUE

PLACEHOLDER_HYPERLINK_0000__#8%3
HM—XFRETERHKS
5 #figadolquatrane EH& 4B Y.

5]

M update Vector Store



Document Translation Workflow

e The cumulative incidence risk for the event-of-interest, i.e. the proportion of participants
with an event of interest over the course of time taking competing risk into account, and,
if applicable, the cumulative incidence risk for the competing risk will be estimated for
time-to-event variables using Aalen-Johansen estimators by study intervention.
Estimates will be displayed using plots and complementary tables. The plots of
cumulative incidence rates will be truncated at the time point when at least 10% of
participants are still under risk [14]. This ensures that any visual signs of treatment

differences do not look more extreme than they really are.
The Aalen-Johansen estimator is a non-parametric estimator based on the cause-specific

Nelson-Aalen estimator and the Kaplan-Meier (KM) estimator S(t) and is defined as:

ATz = D 8t Ap () — A (t2).

ti=t

o OFTHESGERFAT Y RAA A AR, RIE S B SE S AR TS O . BE R [R]HERS A A Ik

PR AT 12 B, BAA ClnaE D TE S AR 1) 8RR A AR ARG, R BT 5T
i1 i Aalen-Johansen il iHE 0T AL A7 I [A] 28 B EAT AL . Al vh&5 ALK il B fn

Fh IR AT RE s . BRI ARl 2 B U5 10% 52 Ak 1 AR R g R[]
FABEAT AT [14]. 23S AT ER AR G 9T 22 5 (M AL O R IAS 25 5 ROk LU S PRl L 5 o
5 i
Aalen-Johansen fifi it & PP 3L T- 5 K RF 5 £ Nelson-Aalen {ifi i1 5L #1 Kaplan-Meier
(KMD it EAESEA T S0 ITF8E -

Az ®) = D 5t D) — At 1)) -

ti=t



Document Translation Workflow

Primary EP

End of Study

Day | Wk | Wk | Wk | Wk [ Wk [ Wk | Wk | Wk | Wk | Wk | Wk | Wk | Wk | Wk | Wk
1 4 8 12 16 20 24 28 32 36 40 4 48 52 56 60
PE
28 | X [ X | X[ X | X|]O[X|O|X|O|X|O|X|O0O|X O
o [0 JoJx]0 o o(x| 0 0 0| o

X - Active Injection, O - Sham Injection, / - No Injection

Dose Regimen Modifications (DRM)*

At Weeks 16 or 20, patients meeting DRM criteria will
have treatments scheduled

At Week 24, patients meeting DRM criteria will have
freatments scheduled Q12

At subsequent dosing visits after Week 24, participants
meeting DRM criteria will have dosing intervals shortened
by 4 weeks

Minimum interval after initiation phase is Q8 for all
participants

DRM Criteria for Shortening Dosing Interval:

>b-letter loss in BCVA from Week 12 BCVA due to
persistent or worsening DME

AND
>50-micron increase in CST from Week 12

*DRM are applicable only to participants randornized to the HDq16 arm. Participants randomized to 298 arm will continue to
receive 2 mg aflibercept at 8 week intervals during the entire study treatment period even if observed to meet DRM criteria
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Document Translation Workflow
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298 | 0.01130.2 1.0131.2-0.1130.21.9/132.2 0.5/130.5-1,2/128.8-3,4/126,8-3.8/126.0-4,5/125.4-4,91124,9-4.6/125.0-6.4/123.5-5,41124.1-1.31128.3
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Number of Patients with Data -10.0 ; ,
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2q8 | 0.0130.2 1.0/131.2-0.1/130.2 1.9132.2 0.5/130.5-1.2/128.8-3.4/126.8-3.8/126.0-4.5/125.4-4,9/124.9-4.6/125.0-6.4/123.5-5.4/124.1-1.3/128.3
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E&EEB’J%&M
162 160 149 150 149 148 146 142 145 141 140 140 142

2q8
HDq16




Operations
& Support

Troubleshooting diagnostics & optimization best
practices.




Troubleshooting & Diagnostics

Translation Failures System Health

a Inspect File Formats (Corrupt 0 Check proxy settings G Cache Issues: Use sidebar to
DOCX/XML) clear cache

0 Check content for 0 Verify API key validity G API| Auth: Perform token
unsupported characters refresh

a Verify glossary has no 0 Confirm network status and 0 Restart Streamlit service if Ul
conflicting entries firewall rules is unresponsive



Optimization & Best Practices

01

PRO TIP

File Hygiene

Ensure clean formatting in
DOCX/XML inputs. Remove
hidden control characters to
prevent parsing errors before
upload.

02

PRO TIP

Corpus Strategy

Maintain strict consistency. Avoid
duplicate entries with conflicting
definitions to prevent model
hallucination.

03

PRO TIP

Performance
Tuning

Batch similar documents to
maintain vector consistency.
Clear cache between distinct

projects to prevent context bleed.

19
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