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Company Bockerouqd

Roche

Genentech

* One oFf the leading research Focused
healthcare groups with strengthys in
Pharmaceuticals and diogq_o.rblc.r

* Focus on personalized healthcare

Therapeutic areas

Oqcologg

InFlammation,
Virologq

Metabolisrm

Central Nervous Sfystem

* Founded 1896, in Basel duriqg Industrial
revolution

e Over 80,000 employees worldwide

* Biotechnology company, manufacturing
medicines that address significant unmet
medical needs

Therapeutic areas

Bio-oncology
Cardiology
Immunology

Ophthalmology

e Considered the founder of the
biotechnology industry

e Founded 1976, South San Francisco
* 11,000 employees in United States
e Culture to work hard and to have fun!
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Thesaurus Group chkerouqd

Roche and Genentech Legacy Conventions

Roche - Legacy

* Both Companies:

* Code 'globollg' u.rine the srame codine
conventions across all studies

* Studies are coded consistently
reeordleu of indication/study

» Code out of context, terms must
moke medical sense .rlmn_diqe alone

. Codiqg on;goiqe barsis, data reviews
* MedDRA dictionary vcr.rion_ine

* Two Thesaurus groups based in Welwyn, UK
and Nutley, US

Global ﬂ]_oqoger For bwo groups

Codiqg ﬁ[oqoger in Nutley

5 Clinical Codin% Specialists, nurses/scientists
Drug Dictionory n‘]_oqoger - Pharmacist
Medical Dictionary ﬂ]_oqoger - Medic

Genentech - Legacy
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* Cenbralized Thesaurus group in fouth Sfon
Froncisco
. Codin% ﬂ]_oqoger

* 5 dlinical Coding Specialists,
nurses/pharmadist

* TMS Business Process Role
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Chollenee:/(ribicol Decisions

Codine Tool * Both companies have their own Gools

Coding Conventions

Both companies have their own conventions

Decision mnlﬁq% process

Medical Review JGructure For review process

Decision molqu% sGructure

*  Medical Dictionary Manager vs.
Genentech approval procéss
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lceocg Codiqe Tools

* MedDRA For codiqg of medical events

* Inchouse Drug dictionary For codine of
medicationys, procedures and
iqve:cigocioq.r

» Jpecific screens available Go be used
at ver.rioqiqg

* Rllows review and re-liql-;qu of
verbatim termys

Roche Genentech
* In house Coding tool - Global * Oracdle Thesaurus ﬁ[oqogemeqb
Thesaurus (GThes) System (TMS) roPtware, with custom

Punctionality
* MedDRA For codiqg of medical events

* Inchouse Drug Dictionary For codiqg of
medications, ability o add new
m_cdicocioq:/geqeric/clo::e:

 TMJ iqbegrobed with,
* RAVE
. Drug Jafeby
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Chollenee:/(ribicol Decisions

Which ool do we use?

Coding Tool
oding o0 *  What about synonyms?
Considerations * Roche GThers Codin% system, becorqiqg unstable
* No Oracle Support in house o update GThes
* Roche Iool1_iq2 For a new tool
* Roche made decision to move to RAVE For Future studies
Benefits of TMS * TMY linked to RAVE

Iqtegrobcd with new Drug Jafeby database
OFF the shelf tool

Split action Punctionality

TMS Business Process ﬂloqoger in JSF

CDM

Clinical Data Management



Chollque:/(ribicol Decisions - ﬂ'l_igrobioq of Synonyms

—> (o

Rationale:

ﬂligrobioq of Roche synonymys ¢ Increase ouco-eqcodiqg rate goiqe Porward into TMS

e Synonym list in TMJS much smaller

» Concern with clpqge of process and an influx of
JaPeby termys

* 365,036 Roche srynonyms rqigrobed Go MedDRA
dictionory
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Cholleqee:/(ribicol Decisions - (odiqe
Conventions




Cholleqee:/(ribicol Decisions - Codiqe

Conventions

Term: Fever induced dehydration

COdin,g of "due to", “secondary to" Roche - code to the MedDRA LT of Fever

and “related to" terms Genentech - query the site to report fiqgle medical concept
Goiqg Porward: Split medical concepts For Germs Ehat contain
a cause and effect reported description

Term: InPection of cabheter with SEaphylococcur
Infectious berms bhat contain Roche: Codes verbatim descriptions that specify a type of
pathogen in description inPection with organism to the organism

Genentech: Code verbatim descriptions o the bype of infection

Goiqg Porward: Code to the bype or site of infection, not orgoqiml.

Pobhogeq can be captured elrewhere on Form,
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Cholleqee:/(ribicol Decisions - Codiqe

Conventions

. . Term: Food poi/arzir@ (diarrhea, vanzit:t)y)
i?:ll{l?\ %ﬁ:gfi:ﬂ?‘;h?g:};;:ggg% Roche - code to .bhg ﬂ']_edDRf:l T of F?od poi.ron_iqg
figflf/fqﬂlpbomf Genentech - split erm to nqele medical concept, or query,
(depeqdine on how term is reported)
Goine Porward: code diogqo:i:/:gmpbonu to dioaqo.ri.r.
iF symptomys are cardinal symptoms of reported diogqo.ri:. IF

symptomys are not typical For diogqo.ri.r. the term will be split.

Codiqe of lesion/lump/bumps Term: Hepatic lersion
Roche: Code, if MedDRA term, Query others
Genentech: Query all lesion Germs
Goiqg Porward: Query all lesion terms
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Solving Differences in Coding Conventicny

Global Thesaurus Steering Committee

Global Convention Group

Thesaurus directed

Meets ad-hoc Go discuss difFicult

terms/concepts Thesaurus is .reelsj:?
input on. Creates consistency in co ing

Committee members include one/more
representatives From

Thesaurus ﬂ]pqogemeqb

Clinical Science

Clinical Operations

Drug Jafety

Jeatistical Progronlnler Anelyst
Biostabistics

Reeulqborg

Decision maker For terms/concepts
broughp o committee

* Made up of representatives From all 3 sites
* Decides on Thesaurus convention when there
are diPPerine codine options

» From here can escalates Germ/concept to
Global Thesaurus S ceeriqg Committee if
necessary

Terms of Special Interest

* Ad-hoc review of terms of special interest
that need additional medical expertise

 Convene panel of experts o decide on
l:ern'liqologq that has different
interpretations and codine options i.e.
squamous cell carcinoma/keratoacanthoma
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Medical Review




lceocq Medical Review

Roche

Genentech

* Weekly MedDRA Review n'leebiqe

* Medical Dictionary ﬂ[oqoger or
Thesaurus m_oqoger reviewed

* In conjunction Peer review
* Safeby Codine reviewed daily by Dictionary
ﬂ[aqoger or de.rigqee
* Final decision maker - Dictionary ﬂloqoger
. Or@oiqg review chroughoub sGudy

e Two step codiqg process

* Cassify - one Thesaurus member
dassifies Germ,

* RApprove - second Thesaurus member
approves term,

* Informative Notes Section in approvals - to
leave comments i.e. :ugge:b reclink, query,
MJSSO request ebe.

* Decision m_oltiqg * group consensus/additional
input From_ clinical scientist as necessary

» Cumulative consistency review of Germy in
sGudy Por interim analyrsis, database locks

* Thesaurus S ceeriqe Committee For
chgllquin? terms/concepts qeedin% cross
Punctional input
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Medical Review

* RApproval Pilot - global sGafF use |qPom10blvc note section

Approval Process - Codiqg is bwo- Go leave comments for s %?e.rbloq, e %ge.rb different
step process in TMJ, one sGafF codlng of verbatim term, iflonsistenciés dlqg

codes verbatim term second sGaff » All s5aPF uses informative notes to communicate regarding
approves verbatim term, verbatim, berquologq

New For Roche sGafk
De:igqobed approval s6aff all sices

Cumulative consistency review - done Review oF unique verbatim terms reported in sGudy

Por ingerim-Gnalusis, dababarse locks Typical to have bwo weeks to review and make chpqge.r

Have two or more members participate on review
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Global Thesaurus SEructure Today

e Three sites 8Iobollg. Thesaurus ﬂ'[oqoger. each_site
* Welwyn, UK, 5 Thesaurus sGafR, Drug Dictionar
Centralized Codiqe Group ﬂloqoge‘{'m "5 Th 8 e
e flutley, NJ, 5 Thesaurus sEafP
» South fan Francisco, CR, 6 Thesaurus sGafF

* Centralized Codiqg Model - code clinical and
phormocovigiloqce data

Global Thesaurus Structure . fpecialty group within Data ﬂquqgenleqb

* Thesaurus Directed Groups

» Global Thesaurus Coding Convention Group
* Global Thesaurus Steering Committee
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Global Thesaurus fEructure Today

e Thesaurus Management System CTMJSD Por codiqg
Codiqg Tools with_ cusbom Punctionality
. Iqbegrobed with Rave, ARIS 9 - For safety codiqg

Traing qg/Porbqer.rl'lip: . Troiqiqg internal and external audiences
* Moaintain partnership with TCS vendor and associates
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Iqbeembioq Rctivities

Roles/Responsibilities and Working Groups

Integration Activities

. ﬂligqjob description/responsibility

* Thersaurus part of core Geam to
review job descriptions and give
input

* Global Thesaurus S ceeriqg Committee -
decisions on codiqg conventions

* Query l.l.lorliiqg Group - Format For query
Gext Lased on TMS software

. UJorliin% Jmarter Globally - eCRFs to code
* TMS Business Process Groups

. Drug Safety Iql:eerobioq worlsjne Group

. Codiqg Policy For Thesaurus Group

. Troiqin% Thesaurus sEaff on sroftware
CRoche)

* New codine conventions
* Dictionary n'ligrocioq

* MedDRA Dictionary

* Drug Dictionary
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Iqbeerol:ioq Rctivities - clmlleqec:

o TMS new For Roche

Codiqg *Roche processes - continui o support Iegocg
:budle:/decomnumoru "ﬁl

-Evolviqe codin% conventions
-Leorqiqg curve codiqg software/Rave

*fafeby Codine - new processes

. ﬂleeciqg times - early/late
Communication/Team buildiqg
Troiqiq% vendor in new processes

Global Cllollquef

New SJOPRs, Guidance documents
. Re.rourciqg - iqbegrobioq work and study work
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Llessons Learned

o [N 1 L

e

Jometimes the questions are complicated and the answers are simple. Dr Sfeuss
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Lessons Learned

Decision “l“"l"lg * Involve Thesaurus up Front if a sbakeholder

* Identify and involve sGakeholders in Thesaurus
processes, e.q. drug safeby

* Make decisions best Por business goir\e
Forward

Communication

Verbal over email

New roles across company, need to know partners
Increase interactions within Global group

Face to face meeting — team identity

Training/Mentoring Time to btrain sbaff on software/€NC

Train ond practice

Mentorship For new processes
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Positives Points

¢ Increased profile of Thesaurus in 2Iobol company

Relationships « Greater uqder:boqdiqg importance of codiqg
group

* More expertise within Global thesaurus group
* Thinking in a Global mind-set

* Increased participation l.Uorliiqg Groups/Initiatives
Thesaurus Growth Opportunity . Leorqiqg new tools
* Increase opportunity to implement best practices
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Questions?
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