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= Clinical Trials (Types, Design, Actors, Facilities)
= Clinical Trial Documents and Formats

= Terminology

= Translation Process

= Resources




Introduction and Goals

Clinical trial document translation

Specialization within technical/medical translation
Unique vocabulary, phrasing, style, and register.

Practical experience and familiarity with the clinical field is
a huge advantage

Scientific/technical/medical background can support
growth into a clinical translation practice

Any specialization requires extensive and ongoing study



Introduction and Goals

What this presentation will do

Offer you a survey of what is involved In
clinical document translation
Provide strategies and resources for
clinical document translation

What this presentation will not do

Enable you to leave the room and begin work on a
clinical document translation



Introduction and Goals

Briefly, to succeed with clinical document translation:

|dentify the unique features of clinical/medical texts

Become acquainted with content in your source/target languages
Locate suitable term and content resources

Select tasks appropriate for experience and toolset

Gain experience with research, translation, and validation

Collaborate with a more experienced reviser (at least at first)



Background
Japanese Medical Language

JA:. compounds of familiar elements

EN: arcane roots from Latin / Greek

H A5E English
¥2 K R diabetes

fi H cerebral hemorrhage




Background
Japanese Medical Language

Japanese also has a large number of loanwords
From English and German

=P N English
AT—TI catheter
TFTFI745%—%F anaphylactoid

Graves disease (EN)
Morbus Basedow (DE)
probe (EN)
Sonde (DE)

Nt F9%E

JyoT




Background
Japanese Medical Language

Japan has a millennia-old tradition of
Chinese/Eastern/Oriental Traditional Medicine
iy

originating in China

Western science/medicine introduced to Japan
In the Melji Era
from Germany via Dutch merchants.



Clinical Trials

What they are? experiments on people
(healthy or patients)

Who does them? sponsored by a
pharmaceutical or device manufacturer,
performed by medically-trained staff at a
credentialed study center

Why are they done? to find out if a new drug
or device or technigue Is safe, effective, and
superior to existing treatments




Types of Clinical Trials

Preclinical (BiJEsPRERER) — Nonhuman subjects; efficacy, toxicity
and pharmacokinetic data

Phase 0 (ZB0FH5B%) - Healthy humans; pharmacokinetics data,
esp. oral bioavailability and half-life

Phase | (88 I fHEER) — Healthy humans; safety data, dose-ranging
(x5 =R TERER) or dose-finding (A= % E X ER)

Phase Il (88 I 5 ER) - Human patients; data on efficacy (B %i%)

and adverse drug reactions/side effects (gl4E )

Phase Il (88 I $HEER) - Human patients; efficacy (B %it%),
effectiveness (£ %) and safety (Z £ %) data

Phase IV (BB IVHEER) — Human patients; post-marketing
surveillance EFIDHER % FFAE), pharmacovigilance (EE R LT £ HER)




Clinical Trial Design (terms)

Arm (#f) — a subpopulation within the trial design, with a
common factor such as dose, period, etc.

Blinding (B #&1k) — disguising treatments so that investigators
and/or subjects cannot differentiate between actives and controls
(single-blind, double-blind, unblinded)

Control (3 B&) - a treatment other than that tested (positive or
negative) included for comparisons

Endpoint (GFfiI8 B ) - measurable sign, symptom, test resuilt,
finding, etc., the data for which are analyzed to evaluate the
outcome of a clinical trial

Placebo (7 5 £ 7R) — an apparent treatment that lacks the
active component, as a control

Randomization (& &1t/ > 4 L1k) — way to allocate
subjects to treatment or control groups without bias




Clinical Trial Actors

Principal Investigator (&% &= {£EkT) — senior medical
professional, tasked with guiding the trial, making critical decisions
Sub-investigator (;&8& 58 [EEf) — medical professional who
assists the Principal Investigator

Study Center Director (3£t EE#EE D &) — senior professional
tasked with managing the business aspects of the trial at the study center

Sponsor (FRER{KFER) — manufacturer (sometimes importer or
distributor) , who provides funding, collaborates on design, receives data
Auditor (B2& 18 % 3&) — independent staff who check that procedures
are properly followed and data collection, processing, and management
are done properly

Institutional Review Board ((R5REEZ B =) (IRB) — panel of
experts and laypersons who judge, advise, and consent to the scientific,
technical, and ethical merit of the trial design and implementation




Chinical Trial Facilities

Study center CRERE I EEME /IRt sR/HEREER/ =
e = RS /SR EREER) — location(s) where the clinical trial is
Implemented

Testing facilities (FAERR & % lim/ A ERE e 5% / SR ER AR Bt 5%/
REWEE/ R ES) — laboratories where required testing is
conducted (often under contract)

Drug/device control (;aBR&FE R E%FT) — location where the
test drug/device Is stored and dispensed, inventories
maintained, and blinding implemented

Records retention (&2 &k &k & PT/&C # &R & 3 FT) — location
where raw and processed data and resultant reports are
stored for required time periods




Clinical Trial Documents and Formats

= Clinical trial protocol

* Investigator’s Brochure (1B)

= Clinical trial agreement/contract

= Clinical trial report

» Standard Operating Procedures (SOPS)

» Informed Consent Form (ICF)

» Case Report Form (CRF)

» Institutional Review Board report

» Medical journal articles (Pharmacovigilance)



Clinical Trial Documents and Formats

Clinical Trial Protocol
BEREMITEE/MERAE O O

List of abbreviations

Clinical monitoring

Statement of compliance

Statistical considerations

Schematic of study design

Quality assurance and quality control

Key roles

Ethics/protection of human subjects

Introduction: background information and
scientific rationale

Source documents and access to source
data/documents

Objectives and purpose

Data handling and record keeping

Study design and endpoints

Study administration

Study enrollment and withdrawal

Conflict of interest policy

Study agent

Literature references

Study procedures and schedule

Appendices

Assessment of safety

[ osp.od.nih.gov/wp-content/uploads/2014/01/Protocol_Template 05Feb2016 508.pdf ]




BRIKEE A ) _ FHBROENR (BEELRERHD

Clinical Trial Protocol
Sample (summary page)

ZRHRRBEEEIZ 5 1T 5 YM177/celecoxib M A
V7O oF M) DLRUYT S REXE
&9 D E MBI ER

Phase Il comparative study of YM177/celecoxib
in osteoarthritis with sodium loxoprofen and
placebo controls (sponsor: Pfizer K.K.)

Obijective/ B 89

Trial design/ZRE& T 4 >

Number of subjects/#kE& & %k

Main inclusion criteria/ £ Z 4 A AN FEHE

HAAANEE

[ www.pfizer.co.jp/pfizer/development/clinical_development/new_medicine_info/documents/apply_document/appli_doc_h19_01_celecox_gaiyou33.pdf ]



Clinical Trial Documents and Formats

Investigator's Brochure (IB)
OEREMESE

(compilation of the clinical and nonclinical data on the investigational product(s)
that are relevant to the study of the product(s) in human subjects)

Abbreviations
Summary
Introduction

Physical, chemical and pharmaceutical properties and formulation
(Pharmaceutical Presentation, Drug Substance Physical and Chemical Properties,
Formulation Including Excipients, Storage and Handling)

Nonclinical studies (pharmacology, pharmacodynamics, pharmacokinetics
(absorption, distribution, metabolism, elimination), toxicity)

Effects in humans
Summary of data and guidance for the investigator
Appendices

[ www.niche.org.uk/asset/Investigator's%20Brochure%20Template.doc ]



4. K
(1) R (bl L O Helex &1 ZERB O )

GCP/15-03-V2e

4, FTNREE HE A

TN FE AT

PR

GEEERMH LR - Ra &, fTROFERUVNE)

[ www.kanazawa-med.ac.jp/~tiken/tikensop/sop/tikensyoruiyousiki/21-1.doc ]

Investigator’s Brochure
Sample (summary page)

Document info/;RERZEM ZE/E K

Study drug identifier/;AERZERK S EE/2 — F
Sponsor name/;AER KB & £

Stage of the trial/;& & E% [

Classification of the trial/;&E& X 4>

Names of the study drug/;BERZE D & FiEE
Characteristics of the study drug/;&EXZE 0 451
Toxicity/=14%

Pharmacology/Z 8



Clinical Trial Documents and Formats

Clinical trial agreement/contract

AR MR FIE

Contains a preamble & ~13 — 19 articles

Preamble specifies the parties/institutions &
other aspects:

R, 2. ”R. T...
(LM E AR, ARIKIEE, IS LTSS, BRI S EER)
BER. NAERE., KEEEMkEs




Clinical Trial Documents and Formats

Clinical trial agreement/contract — articles

BERERHE - 15, T25& £3%&

it Contract/Consignment
] Outsourcer/Consignor
%EtAE Contractor/Consignee
BERDAR Details of the clinical trial

FEL-%7FD&EE |Scope of contracted/consigned work
BERICET HEH Costs of the trial

RERDETE Implementing the trial
BEREDEHE Management of the study drug

HEEE ~DEHEA & [ |Informed consent of the subjects




Clinical Trial Documents and Formats

Clinical trial agreement/contract — articles

BERERHE - 15, T25& £3%&

HERE DIRE Protection of subjects’ rights
WEDRE Maintaining confidentiality
EGIFREFE DR Submission of Case Report Forms
BERBEROAR Publication of clinical trial results
EEL L UMHE Responsibilities and compensation
SERDRTEF Records retention
BEHEEIZx9 5 4##{E |Compensation for damage to health
s B U BEE Disputes and compensation




Clinical Trial Documents and Formats

Clinical trial agreement/contract — articles

BEREHERNE - E158, F2%, E35&-

SLERDEE Access to the records

EERDIFE Attribution of the results

Y ETHE Patent rights

BERIZHZRH @A Clinical trial notifications

LR D FERFR Canceling the agreement/contract
HIFDEER Prolongation of the study period
RERFOHLE (Premature) termination of the trial
GCPESAEST GCP compliance

e Supplementary provisions

T Dith Miscellaneous




Clinical Trial Documents and Formats

Clinical Trial Report

EREEE

» Detalls the results of the clinical trial

* Interim reports & Final report

= Style & format very similar to the Protocol
* For submission to the Sponsor

» Prepared by the Principal Investigator

= Will be used for regulatory filings



Clinical Trial Documents and Formats

Standard Operating Procedures (SOPSs)
REXBFFIEE

- Subject selection

= Study drug preparation and handling
» Case Report Form preparation

= Sample collection and preparation

» Testing methods

= Statistical analysis



SOP
for a test method:

Reverse transcription
polymerase chain
reaction (RT-PCR) to
detect RNA expression

42°C 30747
94°C 547

94°C30 f
STCSOH{:J 3HAL
72°C30

, =TV AT A AR

[ wwwO.nih.go.jp/niid/reference/pathogen-manual-60.pdf ]



SOP
for subject selection:

. FIERET). T1RERE RN .
;';‘-—J][l f\“‘ j/J : ]:

FIZHoTiL, IRBRoBERE, $

[ www.jinyukai.or.jp/cr1.pdf ]



Clinical Trial Documents and Formats

Informed Consent Form (ICF)

RIERAXE

Written in lay language, at an 8™ grade level
Informs the subject about:

» Purpose(s) of the trial

= Methods used In the trial

= Study drug(s) & treatment regimens;

= Available alternative treatment(s);

» Potential risks, benefits, possible discomforts




Clinical Trial Documents and Formats

Informed Consent Form (ICF)
RIEERBANE

Consenting subjects must understand that:
* Informed consent must be given freely

= Consent cannot be induced or coerced

= May withdraw from the study at any time
= \Withdrawal will not affect future medical care



Informed Consent Form
(sighature page)

FE4 g
BT TECE AR EREE KFERtUY—IRE B

FEBeEEICELT, T0EM - AE - FIBRUFTFZZET TLEOFREICOLVTELAENOH
BAXEFAVTHEAZRT. BRLEL:, 2FFELTE. RESOEHERICEYAR~OH

NiBm - AEL, BEEIAEHEXESSUVELFSOFAEEOE LERIRYET. S u bJ ect afﬁ ms h aVi N g
SIS 2, BT & 3. CoEaBROEM ABEICOVT 5. COBBROFEIIONT

" 7 sswosncscaiarans been informed of all

- - particulars, then gives

S — or withholds consent

s s b mes.ms Document is signed by
| subject/representative

e oo et oo and witnessed by Pl or

B — staff member who gave

BAE :ERE & A =] HBHEES : (HRHBET>-18E) .
explanations

s BT - EHEE - B - = |

e

2 HF

[ www.hosp.go.jp/~mito-mc/patient/chikenDoc/manuscript2/hE.doc |

17 ABSNHOBAICONT 18 RABRICENESh THSMOEHEL




Clinical Trial Documents and Formats
Case Report Form (CRF)
EFIREE

Most are currently in electronic form
Should contain the following information:

Study title and number Inclusion / exclusion criteria

Investigator's name Patient demographic data

Study subject/patient ID

(number & initials) Concomitant treatment(s)

Detailed description of dosage regimens of investigational drug

Adverse events (side effects and concurrent diseases)

Conclusion on subject's health | Investigator's signature and date

[clinicalresearchsources.blogspot.com/2009/08/case-report-form.html]



Clinical Trial Documents and Formats

Case Report Form (CRF)
EBIERES

And should include pages for investigators to record:

» Patient's medical history

» Baseline characteristics

» Physical examination results

* Primary and secondary diagnoses
* Relevant previous treatment(s)

* Interim assessment results

» Evaluations of efficacy endpoints
» Clinical laboratory test results

[clinicalresearchsources.blogspot.com/2009/08/case-report-form.html]



Case Report Form
DB (first page)

Patient background/ 2& &

Clinical findings/E&ERFT R

Prior treatment(s)/BiI;&E

[ www.surg1.med.tohoku.ac.jp/class/pdf/syourei-nac.pdf ]



Clinical Trial Documents and Formats

(Local) Institutional Review Board (IRB) report
(FEEER) AR EERZETHES

The IRB Is responsible to ensure that:

» Risks to subjects are minimized

» Risks to subjects are reasonable (anticipated benefits, importance of
resulting knowledge)

» Selection of subjects is equitable

» Informed consent required and documented

» Research plan includes monitoring data to ensure safety

= Adequate provisions to protect privacy and maintain confidentiality
= Appropriate safeguards to protect vulnerable subjects and children

[ www.fda.gov/downloads/regulatoryinformation/guidances/ucm294558.pdf |



Clinical Trial Documents and Formats

(Local) Institutional Review Board (IRB) report
(FEEER) AR EERZETHES

IRB Report will address:

= Deficiencies in study design

» Deficiencies in the Protocol, IB, ICF, CRF, or SOPs

» Problems with patients’ rights, data confidentiality, property rights, etc.
» Medical, scientific, or ethical problems with the research

* Proposed rewording of documents or additional content

= Qualifications of senior clinical trial staff

= Qualifications of study center or testing facilities

[ www.fda.gov/downloads/regulatoryinformation/guidances/ucm294558.pdf |



Clinical Trial Documents and Formats

Medical Journal Articles
§%g|?&nlb\ EEI::;'

* Pharmacovigilance (post-marketing study)
* Drug maker monitors literature reports

» Especially cases of adverse events

* Required to maintain current information




Clinical Trial Documents and Formats

Medical Journal Article — General format

— Abstract
2B Summary
F—J—F
WEE Key words
[F L &HIZ .

= Introduction
e
B Background
JiE 151 Case
ik Methods
BE Patients
=R Results
EE Discussion
£EH Conclusions

. Literature citations
3Rk References




Clinical Trial Documents and Formats

Medical Journal Article — Case detalls

fiE 51 Case

FiR Chief complaint

BR1ERE Medical history

R e FE Family history

A ERE Lifestyle history

I8 o5 FE History of current iliness

A BB IRIE Status on admission

AR MR RERR Blood test findings on admission
AR R A LR |Blood biochemistry findings on admission
FTFr R Surgical findings




Medical Journal Article — Case report

#38% H35 2011431

/f:if % @

"
LU RO U EERGI2X D PSA OFHLRET 2207
) VBRI ANTAARF Y - TV F=vua YT O
REFCHUERT RGO 1 B

i ER g EHx &AL HIE FIH mill BEA
=2 SR 1A JIE  IE=E"

[ Jpn J Cancer Chemother 38(3): 485-487, March, 2011 )

A Case of Castration-Refractory Prostate Cancer Showing Marked Decrease of Serum PSA Level after Zoledronic
Acid Treatment with Estramustine Phosphate and Prednisolone: Yukiyoshi Hirayama, Yoshihiro Ito, Tomohiro

Kanamaru, Teppei Sonoda, Masato Aoyama, Norihiro Nakamura and Masaki Kawamura (Dept. of Urology, PL Hospital)




Medical Journal Article — Case report summary

Summary
A 66-year-old man was referred to our outpatient dinic for an elevated serum prostatic-specific antigen (PSA 4, 319ng/

mL). Magnetic resonance imaging (MRI) showed multiple metastatic lesions in the bones. The patient had received andro-
gen deprivation therapy, but six months after treatment, he was diagnosed as having prostate cancer refractory to hormones.
Combined treatment with docetaxel (DOC 30 mg/m*/week) and estramustine phosphate (EMP 560 mg/day) was initiated
as first-line chemotherapy, but the treatment was discontinued because of side effects. Then, treatment with zoledronic acid
was started (4 mg/4weeks) and the PSA level decreased dramatically from 457. 2 ng/mL to 5. 5 ng/mL. Seven months after
the diagnosis of CRPC, MRI showed a decrease of bone metastases, and the PSA levels continued to decrease, eventually
reaching 0. 3 ng/mL. Zoledronic acid appears to not only show efficacy in preventing skeletal-related events, but has a poten-
tial antitumor effect in patients with metastatic CRPC. Key words: Prostate cancer, Zoledronic add (Received Jun. 8, 2010/

Accepted Aug. 9, 2010)

25 IEMIZe6mE, B, PSA B8 (4,319ng/mL) THEFIrE Lo/ MRI TEREEREZED -, TN A HEXR
3 A4 GEREG 6 A THEREUER EBEE (CRPC) L@ s iz, r;ﬁ)fﬁ—J\fL FHE L LT docetaxel (DOC 30
mg/m*/week) + ') ¥BxT A } 5 A AF ~ (estramustine phosphate: EMP 560 mg/day) #Bita L 72435 BIfEA® =@ 2k
L7ze VL FO CEE% 4 mg/4 weeks TRIAL, PSA 13457.2—+5.0ng/mL & FHALRKT 2D, TOH, VI Fo @
TR TACLETPSAIR0.3ng/mLIZETETL, W EFEBEOFENLED 2. VI ForyEBidE8rH7 5 CRPC
BECHL TFHESS ORI RZTTLRL, EEGR*ET 5 0EELVH 5.

EN and JA show substantial parallels

Key words only in EN, but can be easily matched up




Medical Journal Article — Case report details

RIEERE: ol dRxZ 2L

Family history ‘
History of current IR EE: 2008 4 3 HIZ PSA, ALP &1 (PSA 4,319

iliness ALP 6,198 IU/mL) THiAMHA B A1 T Y B~
i SR AT L BR AR BEAT L, K (LB BR A,
Gleason score 4+3, £ MRI TZ R THEB % 29,
HI V2R Stage D2 L 2T L 7=

YIZRRAEPIR: ALP 6,344 IU/L, PSA 3,281.4 ng/
mL, Ca8.2mg/dL, Hb 12.2 g/dL.

Test results on
initial examination

Current status IRAE: &K 160.2cm, A 54.8 kg, BMI 21.4, 1
2 CHIVEIRGE AR ORSE Z A L 72,
Imaging findings ERFTR: 1R HE, i, KR,

+

%5*& L7 J' mfn’J lu?v)

Course of treatment Rakak 2 AACREERIENVE S L i

ANWY I FIZX BFKIVE V#HE (maximal androgen Fig.2 Bone MRI before and after zoledronic acid

treatment

ckade: MAR) 2 B#a1. ZOBHD M- PSA O T -
blockade: MAB) & ’g&ll N < L/)f.-c.'i. A PSA (/)fl.\ I a: March 2008, b: J:mu:n'y 2009

Image quality of graphics
best obtained from an original
(not from a fax, or a fax of a fax)



Terminology

Standardized clinical nomenclature
Diseases, symptoms, signs, adverse events

MedDRA

Medical Dictionary for Regulatory Activities
[ ]

H 72 z8 TaRrBA

[ www.meddra.org/sites/default/files/guidance/file/9610-1900_datretptc_r3_11_mar2016_japanese.pdf ]

By subscription, or creative searching


http://www.meddra.org/

Terminology
MedDRA hierarchy

“Nausea”

Gastrointestinal disorders

System Organ Class | SOC s s pE s

Gastrointestinal signs and symptoms

High level group term | HTGT S f AR s b R R

High level term HLT Nausea and vomiting symptoms

E D E K VIR AE IR
Nausea

Preferred term PT = 0,

Lowest level term LLT Feeling queasy

HEX




Terminology

Standardized adverse event nomenclature
CTCAE

Common Terminology Criteria for Adverse Events

Uses the MedDRA SOC framework
Adverse event names and grades (1,2,3,4,5)

[ safetyprofiler-ctep.nci.nih.gov/ICTC/CTC.aspx ]
[ evs.nci.nih.gov/ftpl/CTCAE/CTCAE_4.03 2010-06-14 QuickReference_8.5x11.pdf |

HZREE TEAA

[ www.jcog.jp/doctor/tool/ CTCAEV4J_20170912_v20_1.pdf]




Terminology
CTCAE nomenclature

Names and defined grades

Blood and lymphatic system disorders
. erate
__—_——

Anemia (H LLN - 10.0

Definition: A

membra

Death




Terminology

Unintended effects

Adverse drug reaction (ADR)

Adverse event (AE)

dlinl
L]
N

Serious adverse event (SAE)




Terminology
Seriousness of an adverse event

F

=7

IIInI

= fh
~ 1"
3%0) E BT

EICELHHD

Resulting in death

BEOEOHD AR I ABAR
@LEﬁW@?@%%%@

Requiring a hospital admission or a
prolongation of a hospital stay to
receive medical treatment

KRR IIEEE L EE - #EEETR
£IZad2 0

Leading to permanent or pronounced
Impairment or dysfunction

EREE - ERMERIBZXRT D
),

Leading to congenital abnormalities
or defects

ZTOMDEFHMICEEZEGTREL
I SN HERXIERIG

Other events or reactions judged to
be medically serious conditions




Terminology

Causal relationship to the study drug
REREEE DREBER

&L

o
i

Unrelated

ZnBEEL L

Probably unrelated

BEHBHME L |Possibly related
BT <{HEEHY Probably related

BEE d Y

Related




Terminology

Drug names — the International Nonproprietary
Name (INN) for the active ingredient (Al) can usually
be identified by context searching

WHO publications with INNs can be found at:

Some drug names can be tricky in JA>EN:
I )L0OF = 7J => erurochinibu => erlotinib
< K7k E JL => shidohobiru => cidofovir

Brand names of drugs might be country-specific


http://www.who.int/medicines/publications/druginformation/innlists/en/index.html

Terminology

Multiple close synonyms for disease names:

Dyshidrotic eczema
Pompholyx eczema
Vesicular hand eczema
Cheiropompholyx (hands)
Dyshidrosis

ETHED
RTERTEED

'igﬁ'gf: Dyshidrotic dermatitis

;Mﬁ'l‘il‘il E{; Foot-and-hand eczema
M|/ y

SR JE Pedopompholyx (feet)

Pompholyx
Vesicular eczema
Vesicular palmoplantar eczema




Terminology

Multiple synonyms for procedure names:

1 B B9 7 EhAR T Ak
R AE e el EhAR A Ak
% R B 7 B AR HZ R AT
1 R A% B il Eh BRI SR i
R A% S el EhAR A A Al
* R E E AR E B &2

% BN B @ A I B 72 R
o B BRI E B B AR AT

Percutaneous
transluminal coronary
angioplasty (PCTA)




Terminology
E Paps
Clinical trials are run on kampo preparations
MAE | BBH | EB®
=fRi% | kakkon-tdo | gégéntang
EERE kO0so-san | xiangsusan
IEEEH, | seiro-gan | zhéngluwan

Can use H&#xA or ;B A (with note)




Translation Process

= Research

Skim through title, abstract, key words, unfamiliar
terms

Research unfamiliar topics in the source & target
language

= Translation

= Validation

Validate that key translation terms/phrases (names

of diseases, drugs, symptoms, etc.) are found “in
the wild” in texts written by native authors



Translation Process — Research

Web searches offer

general background
In unfamiliar topics

“Wikipedia is the
Sesame Street™
of science”

(and medicine)

Gary Smith
ATA Chronicle
2011 40(6) 19-23




Translation Process — Research

Standardized nomenclature (controlled language)
for diseases, adverse events, symptoms:

MedDRA (Medical Dictionary for Regulatory Activities),
a subscriber-based service

CTCAE (Common Terminology Criteria for Adverse Events),
gratis



Translation Process — Research

Search clinical trial databases:

World Health Organization
International Clinical Trials Registry

[ apps.who.int/trialsearch/ ]

US National Library of Medicine
Clinical Trials Reqgistry

[ www.clinicaltrials.gov/ct2/home ]

European Union
Clinical Trials Register

[ wwwi.clinicaltrialsregister.eu/ctr-search/search |

=P

University hospital Medical Information Network - Clinical Trials
Registry (UMIN-CTR)

ffe PRELER DR 3R

[ upload.umin.ac.jp/cgi-open-bin/ctr/index.cgi?function=02 ]



Translation Process - Validation

Validate provisional
translations from
research to avoid
nonsense

Ensure that wording
IS used by native
speakers in the
appropriate register



Translation Process — Validation

If you have made provisional translation
choices (i.e. “guesses”) for the name of a
disease, drug, symptom, property, etc., validate
them.

Does the term/phrase appear in texts written by
native authors?

Are the assumptions legitimate?

Must the client be cautioned about guesses?



Translation Process - Validation
Validation — unobvious translation pairs

Example: {fil& B => Evaluation criterion => Endpoint

Example: 7\t KB => Basedow's disease => Graves
disease

Example: — ;& => Primary therapy => First-line therapy

Example: BI{EA => Side effect => Adverse drug reaction

Example: K& => drug holiday => washout

Example: # £ & /RFEEE+ _15mYIFR => subtotal stomach-
preserving pancreaticoduodenectomy (SSPPD)




Conclusions

To succeed at clinical translation...

* Being a doctor or nurse is not a requirement
= Do need careful research, translation, and validation

= Experience with clinical content will facilitate
professional clinical document translations

» Controlled language (MedDRA, CTCAE) seems
tedious, but standardization is necessary

= Use the extensive resources available



EN Medical Resources

NIH PubMed
http://www.ncbi.nlm.nih.gov/pubmed

European Medicines Agency
( general resources, pharmacovigilance, SmPCs, MedDRA, etc.)
http://www.ema.europa.eu/ema/

US FDA
Drug Database
http://www.accessdata.fda.gov/scripts/cder/drugsatfda/index.cfm

European Union Telematics Controlled Terms (EUTCT) System
( look for Medical Dictionary For Regulatory Activities, MedDRA)
http://eutct.ema.europa.eu/eutct/displayWelcome.do

Acronym Finder
(look under Science & Medicine heading)
[http://lwww.acronymfinder.com/

MediLexicon
(from Stedman's Medical Dictionary)
http://www.medilexicon.com/medicaldictionary.php

Dyer Scientific and Technical Translations
Pharmaceutical Terminology
http://www.dyerlabs.com/glossary/pharmaceutical.html

Dyer Scientific and Technical Translations
Glossary of Abbreviations
http://www.dyerlabs.com/glossary/abbreviation/index.html

IUPAC
Biochemical Nomenclature and Related Documents
http://www.chem.gmul.ac.uk/iupac/bibliog/white.html

Pharmacy Codes
Brand names for specific drug generic names
http://pharmacycode.com/

Whonamedit?
A dictionary of medical eponyms
http://www.whonamedit.com/eponyms/

Fast Health Medical Dictionary
A dictionary of medical eponyms
http://www.fasthealth.com/dictionary/

Rudy's List of Archaic Medical Terms
http://www.antiquusmorbus.com/English/English.htm

Lab Tests Online
http://labtestsonline.org/




JA>EN Resources

Jim Breen’s WWWJDIC E-J J-E Dictionary
www.edrdg.org/cgi-bin/wwwjdic/wwwidic?1C

Jeffrey's Japanese < English Dictionary Server
M/ FF
rut.org/cgi-bin/j-eljis/dict

Eijiro
HREEED
eow.alc.co.jp

Sangyo
RiFDHRGIFFRE
www.sangyo-honyaku.jp/dictionaries

Online Life Science Dictionary
A THA T UORBFHF US4 Y —ER
Isd.pharm.kyoto-u.ac.jp/ja/service/weblsd/form_waei.html

Medical English Dictionary Online
ERERZERE
www.medo.jp/0.htm

Weblio
translate.weblio.jp/

Linguee
www.linguee.com/english-japanese/search?

Nii Scholarly and Academic Information Navigator

good for names of author names and institutions



http://ci.nii.ac.jp/

Clinical Terminology Resources

Clinical trial glossaries

Large MedDRA terminology table from Pfizer (JA)

[ www.pfizer.co.jp/pfizer/development/clinical_development/new_medicine_info/documents/apply_document/appli_doc_h17_04_vfend_rinsho3.pdf ]

UMIN Clinical Trial Glossary (JA)

[ www.umin.ac.jp/ctr/UMIN-CTR_Yougo.htm ]

Unified Medical Language System (MedDRA and other systems) (multilingual)

[ medical-language-international.com/index.html ]
[ www.doctor.am/index.php ]

CDISC Clinical Research Glossary (EN/JA)

[ www.tri-kobe.org/cdisc/glossary/glossary.php?mode=detail&id=uid_62 ]

US National Library of Medicine Clinical Trial Glossary (EN)

[ clinicaltrials.gov/ct2/about-studies/glossary |

RRRXFZEMFHEFMERRB - TRIFHRE (JA/EN)

Department of Translational Research Information System
[ www.ims.u-tokyo.ac.jp/TRIS/CTbasic_1.html ]
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