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1. Regulatory Frameworks and Strategy (nsouuuddjudua:
nagnsaun:iguua:n)rIgNaancun):

Knowledge of regulatory frameworks and external
environments and the ability to apply these to regulatory
solutions throughout the product lifecycle (A2 wuStunsou
wudURUa awun:dauna:nnrignaanctunia:dodaudadouniguan
ua:AWaUISNtUMsUs:gndaAIuSAavNa1IWaKILUDMYSaMSUYK
AUN:JgULA:NNKUIINSANTUNNADADVDSEIARNIANTUNIA)

2. Product Development and Registration (mMswouuwaancun
wa:MsHuN:IGgUNSasicurn):

Knowledge of the research and development, preclinical
and clinical steps and related regulations in healthcare product
development (ﬂawugtu@'aomsjo‘sua:vvcuuw JuaouwiAaTN
1a:AadN Wa:NNHUILALRLITDVIUNMSWAULNNAANTUAZUNIW)

3. Post approval/Post market (msSamsn:idouflasuauia
udd uazmsaidumumendavwaancurisongaanq):
Knowledge of requirements and processes for maintaining

a product on the market, reporting and surveillance (n>1U$

(NuOAUTDMKULA:TUADUTUNMSSNUNTRWAATUATVALDETUAAI

dolUldpgnognNruIg Mss1gvuLa:ins:IoKavdadrung)

4. Scientific and Health Concepts (hanmisdaiudneaAaas
uazgumw):

Understanding and application of evolving basic and
translational science, regulatory science and public health
concepts to drive new approaches to improve the development,
review and oversight of healthcare products (ADWwLdNdOUa:
Us:gnAtdsnenmaaswugiuia:us:gnd SNgInMsnNKuIgRaancun
La:kranNMsAUAISISUFUIWDTIALAQUUDINIOTKY IWDED8USUUSD
MSWoUUN MsUs:LTULa:MSMNUQUANSANTUAFUMW)
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5. Ethics (oS@sssu):

Ability to integrate and demonstrate core values, integrity
and accountability (A>waIWISOlUNISYSTUINISLAzLdQVDDN
foAdguraniudxIBW A WBDAQIFDSILa:ADIUSURQBDU)

6. Business Acumen (A W& INSOIUMSUDVMWSIUSSTID):

Ability to leverage systems and processes to successfully
operate a regulatory function (A>WaUIsSOluNIsUIDIS:UULA:
JuaputussPLIUSUIBIWTARvIUA UN:LTULA:NNKUIINAQTUA
TaUs:aunwaso)

7. Communication (mse"iaans):

Ability to clearly convey or exchange information with
stakeholders within and outside the organization (A>1Wa WSO
tunisdignaakéauanilagudayanuritNeddovnvngluta:usn
oVANSlAogvBaldU)

8. Leadership (A>widugu):

Ability to direct and contribute to initiatives within the
organization, with groups engaged in developing good
regulatory practice and policy, and within the regulatory
profession. Ability to provide clarity and direction amid
complexity and develop solutions for self, colleagues and
the organization (AD>IWaWIsnluNMsUita:aduayulAsvNIscio @
MotuDvANS SoUAURLLIUWDWaUUUTEUIgLa:KaNNMISUQUAAU
vUN:0gURG 1a:AUSBsIBWINSBNSSUN:LTgULA:NNKUIENAQNTUA
A WEIISOIUNISIKADIUBAULA:AANYMEIda0UMSIRBUSDU
wa:weuuLuOMOUAUKIEIKSUAUDY IWDUSIUYIU ta:2vANSIA)




‘Competencies

for Level 1

1. Regulatory Frameworks and Strategy
(nsouuudUfUuauaznagnsaiun:igutazNNKINYNAANTUN)
11) Regulatory Environment
anid:zudadounmvonss:L0agu
e Monitors the regulatory environment (specific
regulations, guidance and other relevant information
by product types, geography, etc.) and maintains
information resources.
BRI NENIZWINR DRI WNONHIERARATRA (1T% Na)-
sefoudafeduannzdas wne waz Joyasieg 7
et aeautssinnuansiog vinnina udu) uas
diusnwuraaivdeyalmduilagin
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12) Regulatory Classification
MsvaUSILNNHNAANTUNAIUNNKUNEY
* Provides information used to evaluate proposed
products for regulatory classification and jurisdiction.
Tdoyanldlun1nlszidvndniueiiidansdadszinn
NARAMTILA NN BT AT

¢ Understands the local / national regulatory classification
and jurisdiction (e.g. pharmaceutical, medical devices,
cosmetics etc.)
fiarudnlasoinisdadssinnedadmaiuazngraned
Aetas (v WARAUTIEN \A3asfiounng adeedian
WHud)
13) Regulatory Pathway and Strategy
uusnmvodnudauaznagns diun:dgunanNKuIgRaancun
e Studies the regulatory requirement and options for
regulatory submissions, approval pathways and
compliance activities.
Fnwdarruamunzideulasn )N SN AN LA Z N
LNBNEAN 9 ﬁ%m%ﬁ_lmi?imaawagmm:m%miﬁﬁgumumi
oune uazdviidaswieungzideudotdy

¢ |dentifies information sources and resources for local
(Thailand), regional (ASEAN) and global (e.g. related
ICH guidelines) regulations.
mmimzmmdwaﬁ’faga Lm:ﬂ%’wmm‘ﬂ’ayjm%"amg
szidevdeisauindizmalng gilmasden uazszaulan
(13 aNNoWT ICH Mifiedov)
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14)

15)

16)

17)

18)

Regulatory Intelligence

ADWSAUNNKNYNAASTTUN

Collects, organizes and maintains files on local,
regional and global regulatory information.

TN FIAAA wasquaTnu LA NTaYaATWNYUNE
wan ATz AUUsEIne gimeuazlan

Issue management

nmsdanisus:tGuiloymni

Collects information on issues to support the decision
making and issue management.

PuTntayai amiuayunsdadulawaznistanis
Uszianlyy

Regulatory Strategy for specific product categories

nagnsaun:liguua:NNKNYNAANTUNALAWINGU

Able to access the regulation & guidance on specific
product categories, as assigned.
SHINARMINYNHIEW BRI U A TR MIUNE AN
wzngN aElESUNaLTINe

Negotiation with Authorities

NISIDSDINUKLDYVIUMAST

Able to identify the regulatory issues which require
further negotiation, towards its completion.

SAInszysziaungraneuaznsiieundaimsindoed
nstsdesedaly eldmnuwaTaduaudasnis

Working Relationships

AUFUWUSIUNISANVIUNUKUDEVIUCID A

Establishes working relationships and interfaces and
with government organizations related to regulatory
works/submissions etc.
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AT AN NW WS LN IR NI BLAZNITUIZ A WITWA U
VUAEIWNATEA LA e U unzT e uLazN )N e
WARADAT/N3EuEre udw
1.9) Compliance system & process (optional)
stuula:ns:udUMsiuNMsUuUamMuNNs:LJgu (dussau:lasy)

* Assists in the development of regulatory procedures
and SOPs within company.
FIOWAHUINTELIRNITV NIUATUNELT BULEEN) RN
NARAAT Lazlona3 SOP mMeluuism

110) Market Access (optional)

msunaantundngonala (aussau:lasu)

* Able to provide required regulatory documents for
market access submission purpose, as assigned.
SIN1INAAVINDNTIIA TN LT O UL NN WUHIONE AN
AFoin3 ielunsdudveiiieadosiunisinans o
dngeana audléFusaunane

2. Product Development and Registration

(msv‘\icuuméoﬁmﬁua:msifun:u‘jsuuémﬁmﬁ)

21) Regulatory input to support product development
mistkdoyadiun:liguna:nAkuIgRaanuitWaauauu
nsWwauuwaasoun
* Collects and organizes information on regulatory

requirements for quality, preclinical and clinical data
to meet applicable regulations.
nunuuazindayafifeidosiudaimuadunziden
LLazﬂgwmawﬁmﬁmﬂuﬁ'aﬁmﬂaﬁm@mmw WIARHAN
wazadin Wieliiulumungizdeufidiuldor
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2.2) Risk management

23)

24)

MSYaMsSAIUADIULEYD

Compiles and organizes materials for pre-submission
meeting with authority (if any).
ﬁ’]N’]ﬁOﬁ’]ﬂ’]iLﬁUi’JUi’JN“ﬁ/mﬂE\]LLE‘]Z%J@L@ﬂﬁﬁiﬁ?ﬁ%ﬂﬂ’]i
ﬂi:sguﬁuL%’mi’hﬁﬁaum‘i?}manmi (VNEINITNA LT
n3dndszgule)

Dossier preparation and submission

nisdaltassuuazfiutonaisn:=ldau

Assists in the preparation of dossiers and submission
packages for regulatory agencies.
Famrelunsvaeisnenanzidewuazianavlung
dunzifieudanitsnunaigld

Regulatory Review process and status tracking

NsS:UdUNISNISWOIStUTN:LTaudISUnNaanuA uaznis

dacmuamuzuovmsdun:isu

Tracks the status of applications under regulatory review
and provides updates to the regulatory team.
faInfnmnsuzionadunziden meldnizuamn
nanaRasnnzdendTundanoeivazinnisUiuge
Jaygaaniusliununnzidounazngrinendad s
MiLawe

Maintains logs of communication and outcomes with
regulators and other relevant internal or external
stakeholders.
vinmsuiindeyanidadaduid i inasgnied
Aendasmmeluuazmeuanasdnisgnigndasagiaue
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25) Product Claims / Labeling

MSNa1DDIVASSWATULLAINISULAQVAAINUD VNI TUT

e Provides regulatory information and guidance for
proposed product claims/labeling.

T pyaNImuNetdeneas NYHIBRRAATA LAZUWINIY
TunsdaaainuazmMIna e NEITNA AR AT Fa g
N3y

¢ Arranges the labeling preparation (SmPC, PIL, Pl etc)
by leading the regulatory required text and working
with cross-functional team.

IRTENTOYARAINEI ) (SMPC, PIL, Pl 1usin) laade
ANLWINTNNITIATNDT DA NARINATNNYANBUNZTIN
faiuamkzynulumnurun Aiieados
2.6) Working with cross-functional team
rﬁmus':)uﬁuﬁumuﬁ:ﬁamz‘mmnhawuwun

e Assists in the scheduling of meetings with internal
stakeholders and regulators, develops and organizes
materials for these meetings.

Fradnm A IUszgEiudiiiedaclundng uas
NUILIUNTIATT Lazdnriena1sUsznaunisdssyw
AINAT?
27) Clinical Trial Support (optional)
auuayunms3dumvaadn (dussau:lasuy)

e Prepares documentation to support clinical trial, as
per regulatory requirement.
Tamdeaona i omivayunsitensadinainda
ANVUANIINHNANE
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3. Post approval/Post market
(msSamsn:douRldsuauliaudd ua:msaniuLIUMEKaD
Waancunoongdaaiq)

3.1)

32)

3.3)

Post approval maintenance and reporting

MsSansn:1GgURTASUDUALED Ua:MSS19vIU

Maintains systems to trigger and log regulatory reporting.
TAMTITUURDAAMNLAZ TN T BUANe 9 TiAeT
AU unzLDewuazNMNeNAAA TN

Tracks and maintains files on licenses, registrations and
listings.

famnuazguaineiuisianssluaug e LONE1IT W
nziden uaztayalnndslignasinazasinudayaagiu
ARDALIAN

Assists in the preparation and sending of post market
reports and submissions.

TIYLATYNLAZFITIBIIUGN ) LAZLONENTEWAENAIAN
g108NFARIA

Advertising and Promotion

mslyunuuazdolasunisuny

Prepares and submits for promotional material’s
advertisement license.
wisdlonauazdualuayalasmm

Change Control Management

msusSKIsSanmsnisiasuudav

Assists in preparation of variation / submission dossier
to support the change.
Fremaslunineionenasdwutladfenulamaideon
s iunImnm Il as el aeiing
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3.4) Complaint management and Product recall (optional)

mMsdanNsdosSovisSaulla:NMSISgNAUFUA (dussau:zldasy)

e Tracks product complaints, events and recalls.
Anmndaioseniomwdniue nnaollifa)szaed
AATH LaznIEenAUNARA AT

* Maintains systems to track, manage and report
product-associated events.
$EITZUUMIAARIN TANT WAZTIBONANT TN LA

v |
a =< =l

MU TETIANAPTUNLN T DINUNAAN DU

4. Scientific and Health Concepts
(ranmsAaiudnemaasuazgumw)
41) Knowledge on scientific and health principles
AxWSIEovKnan3nenmaasuagumw
e Understands scientific and health principles related
to healthcare product and regulations.
dnlananinenenansuazgua i eadnsiund edmel
qUNIN WAZNONHIBHNARNTRT

5. Ethics (pSgsssu)
5.1) Ethical behavior

waNsSSUAIUDSEUSSSL

¢ Demonstrates ethical behavior by ensuring integrity in
personal and organizational practices; respects people
and principles, including professional, ethical and human
values.
el ARS g inTInsutsesanlaedaiuanudednd
ﬁywia@mam,msmﬁm; Lmi‘wﬁz\fﬁmmwﬁﬂmﬁﬁﬁiumﬁ
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91U FINTIAHENLMIIINTNITEOTTN LATAMAIVDY
ANy

* Accountable for own behavior and actions.
JURATOUFADWOANTINLAZNITNILYINVDIALDY

* Demonstrates the importance of working together in
the spirit of openness, honesty and transparency
that encourages engagement, collaboration, respectful
interactions and trust.
wEATTALARTIANNEIAYIBINTTYINUAEN BaE11HAR T
dantn doded uar Tdela FeneldiAnanugniu
Twmdvaneieans n13Tanianuwn U jauwusnuwe e
AMHLANTN LazANlINelann

5.2) Laws and regulations

ngmnsua:ngs:t(jsu

* Abides by and upholds the laws and regulations of the
authorities under which he or she operates and the
organization’s internal/external policies and directives.
YA nuazqualiidnldenungruneniignuniaiy
Mfedos riadwlumunlovieuasdadidunmeluuas
UONBIANT

5.3) Conflicts of interest

waus:lgsunusdou

* Takes all possible steps to prevent and resolve any real,
apparent or potential conflicts of interest between work
responsibilities and private affairs.
UTRmnuneuidululénommn wotlesiuuazusls
Tmnadszlominudouiiinduwdvdofiaziinl unie
faudulUlgneviAind uszninsanasuAarauluemn
Lazideedinem
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5.4) Compliance
NMSUQUAMUNNUDYDVANS
e Raises and escalates, as appropriate, significant
organizational ethics and compliance issues.
33‘1_4LL@zi’]HGW%ﬂiZLguﬂﬁyﬁﬁﬁﬂﬁﬁlﬁ’]ﬁmL%E]\W%Elﬁﬁmmz
NIUAURMINNNYDIBIANT

Business Acumen
(A WENSOTUNISUDVNIWSIUSSTID)
6.1) Preserves confidentiality of product information
NISSNUIADIAUUDVUDYANAONTUN
* Preserves confidentiality of product information as
appropriate.
FNWIANHAVTIT DY AHAANUTTATHATIHIANIZ TN
6.2) Information system
StuUUDAaISAULNF
* Maintains information systems (electronic and paper)
for regulatory information and reports.
fnwrrzuuaIawnali asdayanzidounazngnang
HARAD uazTBwn 9 (elugluuuBifnniedinduay
NITAR)
6.3) Work plan
wWuNISAIvIU
* Tracks the staging of activities and milestones in
regulatory work plans.
ﬁ@mmmiﬂﬁﬁﬁmumuﬁmmwLmznmiwﬁ”’wﬁo ) AN

At mua 3 IRLA U I KDL UNNZLD 8 WNARA W
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6.4) Project management
msusmisiasoms
* Develops/expands project management capabilities.
WaNW/2818AN8NIWIHNITLINITIANTTlATINTS

7. Communication (ms:?'iaans)
7.1) Information communication
nmsdoaisvoya
» Clearly conveys information to peers, supervisors and
other stakeholders.
Todayauridanianem iUty wazdiiiedaeiue
DENTALAU
* Composes routine communications with regulators and
other key stakeholders.
fimsfomsiumihenumeiguazdiiieriosdng aea
qLaND
7.2) Meeting management and communication
msSansua:doaistunisus:su
* Assists in preparation for meetings with regulatory
agencies and other stakeholders.
Teldenn Iz guiuhsnumaiguasfifeadosiu e
* Assists in the preparation of briefings and other
information documents.

Lo
a A

MeeTentoyatarianaINITUszgNine e
7.3) Project communication
msdoanslasoms
e Communicates information on regulatory requirements
to other departments and business units.
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demsdeyaineinudanivuadiunzideulazngnaig
NAMATA NUBHBNLAZYIUIBTINAEU 9

8. Leadership (A2W10urLh)
81) Policy development
mswauuulaug
e Creates clarity and direction amid complexity and
develops solutions for self, colleagues and the
organization.
A lFIA A NT ARz AN lwan w1 IR TU e
LAz AMUILIN LN LTS TUAILDY IR
9ANTLA
8.2) Diversity and feedback acceptance
msaaus?un:nuna'mHawua:n:nuﬁmﬁu
* Seeks out diverse ideas, opinions and insights, and
applies them in workplace.
NI A NARLUIAATINAIN AT ATTNAALTY wazIYa
Fedn wazshan g lwn U usen
e Embraces scrutiny and accepts feedback as
opportunity to learn and improve.
BONSUNIINTIVFTOUTIETHIIALAzAINAATRN LR alH TN
TomafiazldFeuduazwam
8.3) Decision making
msaaduto
e Assists in developing opinions and choices to
support decision making.
felunInmuianNAaiu Lazawamdoniiolsznay
nIRaanla
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8.4) People management and development

msdamsua:wcuununains

e Connects and relates well with people who think and
act differently than oneself.
Aadodazawos wardUfdiusiuyaaa Seilundn
waznInszrnivananglainegei

* Willingly accepts challenging assignments and new
career opportunities that stretch and build capabilities.
BN UM ldSuneunaeog1adnla Tand
Tonalne 9 lunsfin s uwidunainuaza319ans
auInlinuyAaINg
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for Level 2

1. Regulatory Frameworks and Strategy
(nsouuudUfUuauaznagnSAuN:igULANNKNYNAONTUN)
11) Regulatory Environment and:udadounmvonss:10gu

e Evaluates the regulatory environment and contributes

to providing internal regulatory compliance’s advice
throughout the product lifecycle (e.g., concept,
development, manufacturing, marketing).
YT AUNNMZUIARDNAUN)IHIBHANN N LAz HEIUTIN
Tunalauuzinmeluasanslunisu fufmungizidey
ToUvAU AADANITTIANAAAM (L% UWHWIAANRRA TN
ATWAUINARAMT NTHASR N1TRAA)
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1.2) Regulatory Classification

MSYQUSHNNKNAONTUNOIUNNKIUNEY

e Evaluates proposed products for regulatory classification
(e.g. pharma, medical devices, cosmetics) and
jurisdiction.
Ui:Lﬁuﬁmm%@m:mmmamﬁmﬁm:ﬂgﬁmaﬂ'Lﬁ"m%’aﬂ
T8 (9% WanAmrien iedosilownnd w3aed1ane 1Iugmn)

1.3) Regulatory Pathway and Strategy

uuomvoujuauaznagnsaun:ldguua:NNKuIgNaancun

¢ Determines requirements (national, international) and
options for regulatory submissions, approval pathways
and compliance activities.
izqﬁﬁ'aﬁmu(ﬂ@ﬁuw‘;Lﬁﬂmm:ﬂgwmaw§mffmsﬁ (T
YILINALNZEING) WAZLAUONNLEBNEN 9 Wioldlung
?imaau,cym mzmum?ﬂgumumﬁawfym LAz Fefifes
Maneunnzideudateaule

e Assesses regulatory intelligence/information to assist
in the development of local, regional and global
regulatory strategies.
Uaztfindoys/dasmunzidoniaznguaiendnnmd
Lﬁ'asﬁmiumiwywmﬂaqwﬁﬁwuwuﬁamm:ﬂgwma
KARAMEIMTUIzAUYIsng Rnauazlanld

e Assists in the development of regulatory strategy and
updates strategy based upon regulatory changes.
MglumInauwinagnsaunzdoutazngranendaion
wazUFunagnslndid o nnU&suntasvasngnane
WARADT

e Able to predict the regulatory outcomes and compare



Competencies for Level 2 27

with the initial product concepts (expectation), also
able to recommend changes or refinements to reach
the expected concept.
S1H1INAIANIOATINA A UNZLT UL N) RN BN AR AR
Aazifindn wazisuieuiudeinands SaNmeanIn
Wnein sl a snudae/n3U5uLUa s o az i dag
WARRARAIS N E AR an el

* Provides regulatory information and guidance for
product development and planning throughout the
product lifecycle to the regulatory unit and other units
in the organization.
Tdayauazuwinvaunzidentaznguaiendanol
SIASUN TN AUINE AN BT AR DAIIITIANE AA I A
MEH RA wazviuienniu g luassnsle

* Anticipates regulatory obstacles and emerging issues
throughout the product lifecycle and develops solutions
aamantiasiiduguaTsanazdazsifuigmifad wln
PUNZID LA NYHHNIBNAANTRIN 8 AIIIITINNAAN TR
1o wazawsamuwinisuntlalea

14) Regulatory Intelligence

AWSAUNNKNYRNAANTUN

* Understands the impact of changing regulations on
preapproval and post-approval strategies and
approaches and advises internal stakeholders on
a course of action.
Wlananiznueesnindd sustaingszdeuAeinu
NAENEULATUUWININITOUN AN AAUITLAZITUNIBTIRY
Tosueudialdduneed siuaue uazuuzshunfifedas
AN b e KRR
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15)

16)

17)

1.8)

Issue management

msdamsuUs:t1Gudoyn

e Understands the issue and supports the issue
management.
Whladszaugmuszanuayunisdanisdsziauiym

Regulatory Strategy for specific product categories

nagnsaun:liguua:NNKIgNAANTUNLAWIENGU

e Understands regulation & guidance for specialized
product categories (such as orphan drug, switched
OTGC, herbal, combination drugs).
Whlangranevdouwin U iR mIunaaAusianizngs
0o enind endlausulszinnduensiming lanaly
enaaulng enfifiedasdlounndindsenduduanude)

Negotiation with Authorities

NISLOSDINUKUDEVIUMASY

* Negotiates with regulatory authorities on non-complex
issues throughout the product lifecycle.
wIaTey/Uinsduningnuaedy lwioidu
Ty luilddudon aaoarsasdiananseg

Working Relationships

A WAUWUSTUNMISIVIUAUKUDYVIUCTD A

¢ Establishes working relationships and interfaces and
with government organizations related to regulatory
works/submissions etc.
3 NANHENWHS LN IR NI BLAENTUIZEWITWA U
yirhenumMesgiieriununzdeuaengrisnenan el
/matuae Hudu
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1.9) Compliance system & process (optional)
szuuua:ns:uduMsiuNMsURUAMUNNS:LT8U (SUSsnuU:LESU)
* |dentifies the need for new regulatory procedures and

SOPs within company and participates in development
and implementation.
srianIzuIwMIueunzleuLazn AN aRaa N
Adasmmdulrineluodsn uarddimAsidoduns
WA ILAEUINIZUIRNIUN U UNTR

* Assists other departments in the development of SOPs
to ensure regulatory compliance.

FreurwnAn 9 TwnInmwLena3 SOP ieldanlalan
arInUguRaNLa

* Helps train stakeholders on current and new regulatory
requirements to ensure organization-wide compliance.
PrauniiedoludasdoimunilagiuuazInsdu
neifounaznguanendnineii el ulaldaann
UATRFMN09AN T

1.10) Market Access (optional)
msunaantundngaara (aussau:tasu)

* Able to provide required regulatory documents including
justification and/ or alternative documents for market
access submission purpose, as assigned.
MEIndTamenaIEunedenLazngNE e E RS U7
F09M13 ¥3DLONENTTLIANLAN/ oNaNTan ) TManaunuld
Welunsiudrefiferdasiunnimdaioeidgaain
aNlFFUNaUnEE
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2. Product Development and Registration

(msv‘\icuuméoﬁmﬁua:msifun:lﬁeuuémﬁmﬁ)

21) Regulatory input to support product development
mistkdoyadiun:iliguna:nkUIgRaanuAlWaauauu
NMSWUUIRAONTUN
* Provides regulatory input and technical guidance to

product development teams.
aRnIntATeygan i unsideungruisuasneideon
NARNAMT LAZVRANNTINIITINIINUAN WU WA AATUT
15

2.2) Risk management msSamsdiuAduIdgv

* Advises stakeholders of regulatory requirements for
quality, preclinical and clinical data to meet applicable
regulations.
sanTunzihgiAeitadludasdorimuadunzideu
LaznOMEIeNA A TS 09n1ITAYilnE IR0
aosnnn wWiaddnuazaddn wWelwmiulumungszideud
RN IS ol

* Assesses the acceptability of quality, preclinical, clinical
documentation for submission filing to comply with
applicable regulations.
Uzt un1I8anTureansInIuamNINNIAGAnuay
adtn snsumatutunaden elmiulumangizdeu
AfinmTedulfey

e Provides knowledge and guidance on regulatory
requirement for clinical studies. (optional)
TaufiA ernudarmuadunzideuuazngrung
HARAIW TW30INMTITENARHEN (FNTIONLLETH)
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* Prepare the submission of investigational drug
manufacturing/ import to authority, as per required
by the clinical study required in product development.
(optional)

Tondanionmsdudoniiecuiy RovoaugIanan/
idneiensdneniteldeadaimuadudayadiu
ARTN FosuTusan TN IRAAADMLE (FNTI0ULESN)
2.3) Dossier preparation and submission
msdaladvuuazdunaisn:zidou

* Evaluates proposed quality, preclinical, clinical and
CMC (chemical, manufacturing & control) changes
for regulatory filing solutions and proposes plans/
strategizes (if appropriate) for changes that do not
require submissions.
Usziiunadeuuastosdayagmunn winddin addin
(8IwA281 mﬁwﬁmmzmuquﬂmmwwﬁmﬁmﬁm) LA
nsfnutladunzidoundasmg 988l awaunRs
ﬁnﬁmm/ﬂaq‘nﬁ (PNANLANIZTN) TunItiinalasn
wastiulidesfinmsturnaydanould

* Prepares and submits electronic and paper regulatory
submissions according to applicable regulatory
requirements and guidelines.
%’mm%‘amm:ﬁ'maﬂmifumLﬁﬁmﬁgﬂugﬂuumaﬂmi
si&anseindnioienasUnadudulumadorinuani
npvianaLazuwInefiseiuTdae
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2.4) Regulatory Review process and status tracking
NS:UDUMSMSWIstUNN:LdgUcSUNaantuALa=NMsaacmu
amuzuvovnMsdun:tdsu
* Monitors the progress of the regulatory authority
review process through appropriate communication
with the agency.
WARARATNAHAUNUI20IN1IR T INZLT 8 UG T
HARA W TABKIUT89N19NT9R BF197 LMNIZaNAU
Wiy

e Communicates and interacts with regulatory authorities
before and during the registration application and
review of a regulatory submission through
appropriate communication tools.
ﬁla’miu,azﬁi:aﬁuﬂﬂuﬁuL%’mﬁﬁﬁwﬁmmumﬂ%ﬁﬁau
LAZIZNININITEWONTIIN T WNL D BULRENTZUIBNT
NIRANTMIN LT BUFITURE RS W WA W98 B E1 97
AN AN
25) Product Claims / Labeling
NISNaDDIVASSWATULLAMSUAQVAAINYDOWNAASTCUN
* Provides regulatory information and guidance for
proposed product claims/labeling.
T oyan i unz denuLasn)uIeNAAA LAZUUINIY
Tuﬂﬁ@i’f@ﬁwamﬂLLa:miﬂﬁhaﬁwmiWQmwﬁmﬁmeﬁﬁ'
fioan17ld

* Arranges the labeling preparation (SmPC, PIL, Pl etc)
by leading the regulatory required text and working
with cross-functional team.
IeTendoyanained1e g (SmPC, PIL, Pl ilusw) laadn
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AHLINNNITIATINTDAMTHARINATNNN AN IBUAZ TN
sanuaneyiOulunurunAeados

* Ensures that the preclinical, clinical and CMC (chemical,
manufacturing & control) data—in conjunction with
regulatory strategy—are consistent with the regulatory
requirements and support the proposed product claims
Aptudladndoyandadin addn uwazamnnw (Faufien
NMINAARAZAILANATRINHAAATRTIEN) iiafiansanian
Aunagnidunzideusazngranendaineite dau
soaAaasnudariMuasunzideuuazsiuauutanIy
NNIN1INE1IBNNVBINA NN TG 89N T

2.6) Working with cross-functional team
r‘1’1musbuﬁuﬁumu ﬁ‘ﬁamz‘mmnhawuwun

* Works with cross functional teams for interactions
with regulatory authorities including panel and advisory
committee meetings.

P UTINATULNUN B3 5]Lﬁaﬂazmumuﬁ’uwmamumﬂ%ﬁ
imﬁﬂmiﬂizsqmjamm:miumﬂmmm:ﬁmmmsﬁ
13nw
2.7) Clinical Trial Support (optional)
auuayums>dunmvoAadn (Gussnu:lasy)

* |dentifies, monitors and submits applicable reports (e.g.,

Serious Adverse Events) or notifications (e.g., changes
in manufacturing) to regulatory authorities during the
clinical research process.
NIt Mue famauaziuneruiiieade (1% ©INNT
Iﬂﬁﬂﬂﬁzaﬂﬁ‘ﬁ"gmm) WIDNIUDY (L% naUasuua
mawdn) denienuney lussniduaeunyidens
ARWN
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3. Post approval/Post market
(msSamsn:dounldsuauliciudd ua:msdiiuvIUNMYKAD
Waancunoongaaq)

3.1) Post approval maintenance and reporting
MsSamsn:10gURTASUDUIALED ua:NsSs18vIU
e Develops and implements processes involved with
maintaining licenses, registrations, and renewal.
WAz InTARNIZUIMNIAARINgLaWlUDUIANTT
Funzidon UazNIIABDNY
* Assures post market regulatory requirements are met
(e.g., required reports, supplemental submissions and
other post marketing commitments).
arasevliiulainsdammadeunaildfuonifuas
paNFAAA ﬁmiﬁﬁﬁ’ﬁﬁﬂﬂﬂmuﬂgwma (L% I189%
AE09TAT Lon@INITERLALIANAN LazA15UIBINI3
foanaaiadnnatldTuaudanzideu)
3.2) Advertising and Promotion
misluyounuazdviasuNMsviy
* Reviews and approves advertising and promotion to
ensure regulatory compliance.
WAITIuazauNANITlREMILard sLaIunI13o8ld
FOAARDINUURNNIATN NN RNE
3.3) Change Control Management
msusKisdSamsmswaguudav
* Submits notifiable changes and supplemental dossiers
to the appropriate regulatory authorities to update
product information and/or instructions for use to
reflect current state of product knowledge.
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fudrousinauasuulasaziona el e fnun
vihesumaigiiiedaniel ol pdoyaninioe uaz/
ioAunzihdnIumsldnuliidudoyandaimndagin

* Reviews change controls to determine the level of
change and consequent submission requirements.
Ao adasuudat e wuaszaun i aenuas
ﬁ%‘] wazdormualunsguus iU deneas

3.4) Complaint management and Product recall
nMsdSamsdosSovlsguua:NMsIiSgnAUIuUM

* Participates in implementation of regulatory strategy and
processes for handling recalls and communication to
stakeholders (e.g., Dear Healthcare Professional letters,
patient letters, distributor letters, and health authorities).
fdmnludioinagnsuarnizuIunslun1Isanis
nadenduiuduaznsdematugiiieddas (9w s
aanﬁmwma5oqﬂmmmqmmww€ HU28d LNy
IAINUIE UaTrUIBIUNATY)

* Reports product safety issues to regulatory authorities
as required, to comply with local, regional and global
regulations.

189110 92L A WA BT UANU R AR B D INA AR W 6 B
vheumedy Welidulumungizdevroizing
JTAUEMIA uazszaulan
3.5) Product listing / Reimbursement
msutauanaanuitdngunuddinSuanuweivia /0cyd
waasicuiRawsalgnseld

* Provides required regulatory information in support of

product reimbursement/listing requests.
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& al

lifdayamunziionuasngriiendniudindsglaiy
NIIFRUARUIUNITR TR A AA I g Ty T o

gonwwenuna /Uadndanmwrinasnsaidnangla

M5V

4. Scientific and Health Concepts
(ranmsaudnenmaasuazguniw)
41) Knowledge on scientific and health principles
n31u§l‘s’aoh§n5nmmams’ua:agumw
* Keeps abreast of and assesses the scientific and/or
clinical advances that impact healthcare product
and regulation.
AANIDVTUREAINIINYILAUAIINAINRITDINGN
IneFans waz/vie N19ARTANT D19FINANTENUA B
KAMATMNFININUAZNYANENRAA WA
e Tracks scientific and/or clinical advances that impact
healthcare product development and regulations
AARINAINAIVIRITDINANINETFITAT WAZ/WID N9
ﬂﬁﬁﬂffawdﬂwamwuﬁamiﬂ’wmwﬁmﬁmm‘qmmw
WAZNHUNIBHARNTRT
42) Stakeholders management mMsuSKIsSaNISHALAYIUDY
e Participates in stakeholder groups to help shape
science-based regulatory decision making.
favimAungu A et i atielinisiarson
dadulaluiunzidounazngraneniadmriiueg v
ﬁuﬁwumawéjﬂ%mmam{
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5. Ethics (pS@sssu)
51) Ethical behavior
waNsSSUAIUDSYSSSY
e Demonstrates ethical behavior by ensuring integrity
in personal and organizational practices; respects
people and principles, including professional, ethical
and people values, and serves as a role model for
others.
waaeliLind g fnssnaiuasenssnlnedasluaiu
FodaenoromuatuazdnT LNTWEEY Laznannna

TuN13703 INTIANRENLTIITTNATETTIN LATATAAN

pavpNdunywd andvdsengfamduuuueg1end
Aofdu

* Holds one’s self, one’s employees and one’s
organization accountable for their actions.
FURATOUNNNINTZAINOIgIUTAKLEY WIENBUTHEN
LATBIANT

» Contributes to building a respectful, diverse and inclusive
workplace, where decisions and transactions are
transparently and fairly.
fd1mlunisaseaniizuiadanlun1 v nildifess
LazLANINTIRwLaziY BoNSUATuTaRNLAZAINN
nannatguaziilanannaunladdiniinlunisvinenn
peaToUAgN LRadusnliiAnMIdinaulantegsnald
aenalyselauazidussin

5.2) Laws and regulations
nI_]HU'\FJlla:n):]S:lU‘FJU
* Abides by and upholds the laws and regulations of
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the authorities under which he or she operates and
his or her organization’s internal and external policies
and directives.
UAvRenuazqualiidulusungnaneriienuninaiy
fetes niodulusmunlovrewazdatidumeluuas
WONBIANT
5.3) Conflicts of interest

WauUs:losunusou

e Takes all possible steps to prevent and resolve any real,
apparent or potential conflicts of interest between one’s
official responsibilities and his or her private affairs.
Uavamutuaeuiidululanmun wedlssiuuazudle
HJanwadszleninudouiinauudvdefaziiniunie
fanuidnlllgAazAnd uszninemnnsoangaulnemmn
AlFsunounInedunenIsLaz S sdIueA

5.4) Compliance

MsUQUAMUNNUDYDVANS

* Raises and escalates, as appropriate, significant
organizational ethics and compliance issues.
i:qLLa:mmmﬂimﬁuﬂcymﬁﬁﬁfﬂ@hﬁﬁyL%‘Imﬁﬂﬁﬁu
wazN1IUAURANN)IBIDIANIEIATY

Business Acumen
(A WENSOTUNISUDVNIWSDUSSTID)
6.1) Preserves confidentiality of product information
MsSNUIADIWAUYD VIDYaNAATTUN
* Preserves confidentiality of product information
as appropriate.
FNWIANMHAUVIT DY ARAAN AT ATHATTHIANIZ N
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6.2) Information system

stuuUDaESAULNF

* Assures alignment of regulatory information management

systems with other organizational systems.
TarinTHszuudTanisasawned asfoyanzideouuns
ﬂgwmawﬁmﬁmﬁﬁmmaam&mﬁmwuﬁlu€] Aeln
09ANST

6.3) Work plan

uWuUNISHIvIU

» Creates work plans with appropriate staging of activities

and with clearly defined milestones.
FINUAUNITVINUARNNTIZYIUGA 9 9N TInlRed
ANIRVUALINIYBININTTNLAREIUR UL DE1ITALAN

6.4) Project management

nisusruislasvnNs

Identifies key resources and personnel for the project
team—internal and external to his or her direct area
of responsibility.
MrnAnINeNNILazyARINIANTIMel LAz LON 9N
Agaeiluiinnuiiauesiuinroy

6.5) Financial information

Joyamoumsiou

Understands financial information used to make
department/unit and organization-wide decisions and
assists in the development and monitoring of
department/unit budgets.
dnladoyanemaiuildlumsaaulagesuamn/ngans
NIVBIANT WAZTILINUNBLAZAARINNTITIUUIZ N
POIUNBNLAZDIANT
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6.6) Quality of Policy
AtuMwuavulaug
¢ Continually improves the quality of policies, programs
and services provided.
Yudpeaannweasuleus lasinisuazmslriuinisegne
AoLiiog
6.7) Issue framing
nso1vnsauUs:LAultym
* Frames issues with a thorough understanding of
legislation, regulations, guidance, policy and directives.
9nsoudazidnonilaeldainudlaf andolus1u
nvEne nNIrDey annoet wleuie waswiz Uy gh
ietere g Tadueded
6.8) Team improvement
nmswauuiiuviu
* Manages and trains regulatory professionals.
IanswarinauInyaaInTluiawnnzideuuazngrane
WAANAT

7. Communication
(ms:f'iaans)
7.1) Information communication
msdoaisdoya
e Clearly conveys or exchanges information with
stakeholders within and outside the organization in
an appropriate and timely manner.
Tidayavdauandsudoyaiugifedesnmeluuazuan
am‘maEiw%’mﬁms[,ugﬂLmuﬁmm:amm:manm
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7.2)

7.3)

Communicates/refers external requests for information
to the appropriate individual.

doas / dedadvatoyannmiisnuuanasdnslyd
yanaluasdnsiiiedasaeomanzas

Escalates and effectively communicates issues to
supervisor and other relevant staff.
MenusazdoaatymdadilAuiyruasdiAeda
agdUIZENEA W

Communicates with peers and supervisors and
ensures alignment on issues, questions and goals.
dassiuiouiinuuazfiledusye eliiuladin
Urztandgvm aowna1e g wazdvane danudla
AR39riH

Meeting management and communication

msSansua:doaistunmsus:uu

Prepares for and participates in meetings with internal
and external stakeholders.
wisnnIszguuazdh s ssguAugfAedaaionely
LRZNNEUDNDIANT

Prepares meeting plan/briefing documents for meetings.
m%‘ammumiﬂﬁsﬁqm iagmmuaﬂmimwizs@uﬁ'
Aetes

Prepares meeting minutes.
IarenaITuUANNTUIZYN

Project communication

msdoaislasoms

Aligns resources and discusses regulatory issues in
cross-functional teams to ensure completion of project
tasks.
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IaIININeININI T ndmsulasinisuazedUIneny
ANIUINULNKNEN 9 Tutaziauiunzideuwiazngvane
NARAWA alilaTIN15UIEaUANNELSD

8. Leadership (A2W10urLh)
81) Policy development

mswauuulaug

* Navigates the dynamics, alliances and competing
requirements of the organization or business.
srnsnrnuneldnaiinaUasusa Wuofinuay
dorimualuniswdsiusasosrnswazginale

8.2) Diversity and feedback acceptance

NIsgDUSUADIUKAINKagUa:ADIJAQLAU

e Seeks out diverse ideas, opinions, and insights and
applies them in workplace.

NS AN NARLUIAATINAIN AT ATTNAALTY LLazﬁﬁaqﬂa
Wean wazian g lun1IU %

e Embraces scrutiny and accepts feedback as
opportunity to learn and improve.
gONTUNINTIAFOUNE NeIALaZANAAAY tRaTH TN
TomafazlfiZeusuaz o

8.3) Decision making

msaaduto

* Chooses the best alternative to achieve desired outcome
or effect, giving consideration to risks, tradeoffs, timing
and available resources.
fusondeonmadeniiafige iolWldwaansidainis
TneRasonieanades dofdade a1 uazninenifides)
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84) People management and development

msdamsua:wcuununains

e Connects and relates well with people who think and
act differently than oneself.
Aadodazawos wardUfdiusiuyaaa Seilundn
waznInszrnivananglainegei

* Willingly accepts challenging assignments and new
career opportunities that stretch and build capabilities.
gaNTUUIMeilasuNounineagufnla Tanddana
T 9 T AN Tui N A NLa L § 319 NEINTT0
TAnuyAaINg

* Provides feedback, coaching, guidance and mentoring.
THaNNAALTN N1IFa% MILuziwLazn LI uiUsne
e






1.

for Level 3

Regulatory Frameworks and Strategy

(nspunudUHUAuaznagnNSAUN:TgULANNKINYNAONTUN)

11)

Regulatory Environment

amd:udadaumvngs:Liou

* Assesses links between global, societal and economic
trends (e.g. e-commerce, millenial, environment);
stakeholder concerns and regulatory issues and
requirements; and the implications for regulatory
strategy.
Yszfinanudurinsvasuwilinaalan, SN uaziasegia
(9w gIfadeenidide Juilnagaddifien aniziindon)
ddudasidudgnivesiiiAeideas wazdazifnuas
Farmuangazdeudafody wazianuduiusiuanly
Tunsfvuanagnsaunzidenuasnguan et ai i
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12)

1.3)

14)

Regulatory Classification

MsvaUSsILNNHAONTUNAIUNNKUNEY

Able to propose the product reclassification strategy.
NI AazdIEnanagns lwn1IUT ULl d eudszinn
HARATWI LS

Regulatory Pathway and Strategy

uudmvoJijuduaznagnsaiun:ligutaNNKNgNaanun

Identifies regulatory pathways for initial product designs
and provides input to internal stakeholders.
FTYUWINWAIUNsiuLasNYuaenfaAmet 8113
nIpenLUUHARADIINLIN ualianuAniuun i
Aedailuodng

Analyzes the adequacy of proposed regulatory
pathways and strategy for initial product designs /
development and recommends changes or refinements
based on initial regulatory outcomes.
TAneHuwINIILaznagns A wnstdeuLazngnaie
WARAMT §IMSUNIOBNUULATWAWINA AT WTLTHLIN
JResweniold wazuuziiniadaswulas wieuUsy
\wWasunagns naennlduatududunzidouuazngrans
NARATUT

Develops and updates regulatory strategy and aligns
regulatory strategies to organizational strategies.
WanwazUiudganagnsauwnzidenwuazngnuie
WanAWN uazlSulvsonAdaInuNagN5I0989ANT

Regulatory Intelligence

A WSAUNNKIYRAASTUN

Critically assesses the impact of changing regulations
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1.5)

16)

on preapproval and post-approval strategies and
approaches and advises internal stakeholders on
a course of action.
Yazfiunansznuasiniadsusdasngszideuifieniy
NAENSLATLWINIINTEUNARNRAAUTILRZIIUNBNFILA
Fuoudfodeands dnaue wazunsiundiAeidoed
WINUHU

Approves and executes changes to preapproval
and post-approval strategies and approaches based
on changing regulations.
au;ﬁﬁLLa:@ﬁ’wLﬁumimﬁ'ammmLﬁ'mﬁ’urmqﬁﬁ"lm:
WHINNITER T AR AN LRz UM ENA LA TUa A
sungIsdeuiiinauaenudas

Issue management

nmsdamisus:tGuioymnn

Provides guidance to integrate regulatory considerations
into product entry and exit strategy.
Iﬁ’Lmeﬂ‘ﬁ'gimﬂmiﬁizlﬁuﬁﬁuﬂ:LﬁEJuLLa:ﬂQ‘VlmEJ
wanAmaid T ugunilsTunagnsnsinaefmweiang
ARIANIDLANIAINVUNE

Regulatory Strategy for specific product categories

nagnsaun:ldguuaNNKUIgNAANTUNLAWINGU

Provides in-depth understanding and ability to
incorporate regulatory strategies to expedite
development or market introduction for specialized
product categories (such as orphan drug, switched
OTC, herbal, combination drugs).
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Taanudnludsdnuazamsnsonwinonagnsaunziieon
LAZNYANTEHAAA LA BTN IWmu AR AT MTe
NIHANAIMTIIIAAA SATURRAAITLANIZNGN (1%
g wd i e Usudszinniduenswuneldialy
enaulng enifiadnsiiounmdihasenIuameaudie)
17) Negotiation with Authorities
NISLDSDINUKLDEVIUNMASY
* Negotiates with regulatory authorities on complex
issues throughout the product lifecycle.
wIFaTy/UineAuniisnunnaigludosiden
FUTDUNUNATA ANDAINVTTIANIANTUH
1.8) Working Relationships
A WFAUWUSTUNMISHITVIURUKUDgVIUCIDA
o Effectively uses the working relationships and
interfaces and with government and non-government
organizations related to regulatory works/submissions
etc.
FINITOUIATNE NN D LN IR BUAZ N TUIZ T WY
AuvasnumMesguaz e uiu g Aneaiununziden
wazngnEneRAnAe/nsiudve udu anldldedns
HUse@ninw
1.9) Compliance system & process (optional)
stuula:ns:uduMsiuNMsUuamMunNns:LJou (dussau:lasy)
* |dentifies the need for and manages the development
and execution of new regulatory procedures and
standard operating procedures (SOPs)
F2YHINTZUIUNIIN HIUA T UNLLT UL AENYUN Y
NARSWT NEDINMUTUlINEPSULIEN LazuInII9R
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NNININEWINTZUIWBNITAINETD TINDINNTHINITZLIBNIT
Twinuwnzidevuaznguanendnnmsitaz SOP TUUHIs

* Develops and manages programs that train
stakeholders on current and new regulatory
requirements to ensure organization-wide compliance.
WauuazuinsdalatsniseuTadAddimAeidale
Fdastoimuaagiunazlnidunzidounazngnane
nanAw e Iul ld e Ind g TRlE e eng

1.10) Market Access (optional)

msunaantundngaara (aussau:tasu)

* |dentifies requirements and potential obstacles for
market access and distribution (government hospital,
pharmacy stores, etc.), reimbursement listing (NLEM),
purchasing.
mmim:q%’aﬁmummzqﬂmaﬂﬁ'mmﬁw’z’iyu‘lumﬁm
KARAWTIENgRaIauazn1INIzEe (I399NeUINTD95
Sruneen 1Oudu) nnenRatsmdndnenian
Wnanele (@w Tdevantienf) nIT R LN d T
WTredin

* Establishes working relationships and interfaces and
with government and non-government organizations
having an impact on market access and distribution.
F3AIHENN D BN % LAZNITUIZE WA
v msy Mievinenudug Adnansznudon1in
NARAWILENGVIDIRa1ANIaNIINIZTIBEN
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2. Product Development and Registration

(MsWwauuwaascuAua:mMsdun=ligunaancun)

21) Regulatory input to support product development

22)

2.3)

misthdoyadiun:iiguna:nnruIgnaanuntwaaduauu

nmswauuwaascun

Provides strategic input and technical guidance to
product development teams.
SnInlidayandunaens uaznannusiniIgIznis
AURNEWHNUINRRATUT LA

Risk management

msdanmsdiuAdULEYL

Evaluates proposed quality, preclinical, clinical and
manufacturing / CMC changes for regulatory filing
solutions and proposes plans for changes that do not
require submissions.
ﬂ‘mﬁumimﬁEJuLLiJmmaﬁmda@mmw WIAdHn ARIN
waznisduntlasunziioundadms Lazdiauounm
futuulunsmifinsaswulasinlidosfinisduae
aud@naula

Dossier preparation and submission

msdalasyulazfiutonaisnztdsu

Reviews and assesses proposals to regulatory
authorities on regulatory paths and clinical plans.
IR Tz U Iz AR DL awaLWIN A T wNzLT 8w
LAZNOANIENE AN LA Z LN WITWIDEATWAR NG B
NEUNIATg Lo

Manages electronic (eCTD) and paper registration
development.
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Wannun st unzidewluiuuuienaididansaind
nialanaIundla
2.4) Regulatory Review process and status tracking

Ns:UdDUMSMsSWoIStUNN:LdgUChSUNAAsTtunuLazNIsaacau

amuzyovmsdun:iGou

e Ensures policies and procedures are in place for
appropriate internal review and approval of regulatory
submissions.
salErulovnenarnIzuInnIeng 9 wealinmusenlaldiy
nMIUsziinuazaulAenas

e Communicates and interacts with regulatory
authorities before and during the development and
review of a regulatory submission through appropriate
communication tools.
ﬁ'ammazﬂi:mumuﬁ’uL%’mﬁﬁﬁwﬂmmumﬂ%ﬁdau
LATIZHIIINIZLINNITLALINITNIRTOUNIHUONTS
N33 wnzdeuearnIzUIwNIIN IR TN T B e 51
HAAA AT HUNTRDE TN EN

25) Product Claims / Labeling

NISNA1DDIVASSWATUULA:MSUAQVAAINYDVNAASTEUN

* Provides regulatory guidance on strategy for proposed
product claims/labeling.
TAMuuzsnmunzidentaz n)ugNAAAR LAZWWINIY
TUNITTAYIIARINUAZNNINA1IE NIATING A M AU
fiaan13lY

e Evaluates the labeling (SmPC, PIL, PI etc) risks and
regulatory strategy to achieve the required product
information (e.g. indication, posology).
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Uazifiupnadesainsldtaainuaaindieg (SmPC,
PIL, Pl 1dudu) waznagnsnissiunzideuiazngraie
wandowr A eTWaunsnldaainTzydoyandndmueii
Aoan3ta (1on Tould awnlaen)

e Assures the compliance government and strategy in
labeling process within the company.
Foouwdladuisnidnisiduguanazldnagns 1A oTw
ﬂi;"U’J%ﬂ’]ﬁﬂ’]iﬂy@ﬁ’]ﬂﬁﬁﬂﬁfwﬂuv[,ﬂﬁl’mﬂ{]ﬁm’]EJ

e Provides regulatory requirements and support the
proposed product claims, for up-coming/on-going
clinical & non-clinical study, and CMC development
in research pipeline. (optional).

AT IAWAN A IUNZLT BBLAZNPHIENA AN RTTUA
siuayumlifeanunandeimdndiusiidasnsld
fmMSunadnEINRainLazwIAAAnTf A1z Aiung
NIBMAIAIAUNITOY ATNIWAUITOYAAIUALN TN
uAE0 miwﬁmmxmwwﬂmmwmﬁmﬁmeﬁmﬁ'ﬁw
N19398 (FNITOUZLETH)

2.6) Working with cross-functional team
ﬁ1mus':)uﬁuﬁuu1uﬁﬁamz?nmnnawauwun

e Prepares cross functional teams for interactions with
regulatory authorities including panel and advisory
committee meetings.
FTAATENTHIUTINTLULNUND U 9 LA BUTZE WAL
MUIIUNNATT  FINTINITUTZYNVDIAMALNTINNT LAY
AKZNITNNIAUSNEA
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2.7) Clinical Trial Support (optional)

Jauuayums>vgNvAaln (FUSsSnuU:LESY)

e Recommends regulatory solutions for any risks of
product and clinical safety issues during clinical
phases (including BA/BE).
Tadounsiuwnmunladglwdngssdeu nadans
WWeoilng spsndnsimriuazaudasnfonivadan
FZATNMTITENWARHN (3INTIN1IANEY BA/BE)

* Monitors implementation of regulatory strategies
relative to product and clinical safety issues
identified during clinical phases.
AARINNIIANAUNAYNT A uNeLTeULazNHNNe
nAaAur T Aed e unAnA sz lmeanataandie
neadtnfiinisrzylusznitemisemeaadin

* Provides knowledge and critical analysis of regulatory
requirement for clinical studies.
THanuazmaieneidadnlud oedormuadu
npIzdaudInIunNITITeN19AaHin

3. Post approval/Post market
(msSamsn:GouRldsuoyiaudd ua:msdidumuMeKav
Waasnunoongaalq)

3.1) Post approval maintenance and reporting
msSamsn:10guRlasUaUALED ua:Nss1gvIu
* Reviews and approves required reports, supplemental
submissions and other post marketing commitments
to maintain product registrations.
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v %3

Vl‘U‘VD%LLﬂzf‘JHﬁﬁiﬂﬂﬂﬂuﬁﬁlaﬂ?ﬂﬂﬁﬁ Lonaan3guusle
AaAN wazdFuTasnIdsona RN ANNAT Uy
neiden

e Develops, implements and manages systems to
track required reports, supplemental submissions
and other post marketing commitments.
W) TalFRIZUU FAN1INTZUIRNNTRARINTI U
Foedar LonEINIERLALIANAN LazA3UTaINITas
naaAaANnat A el Anzideu

* Provides regulatory input and appropriate follow-up
for inspections and audits.
Trdayasunzidoulasnguaiendaimitazatinnis
Aae N IUEIRTINTRTIAZATIVFO U UNLLT AU 9

e Adapts post market strategy based on consideration
of factors on legislative/regulatory requirements.
Uiunagnsmevasensengaaialaeiarsoniisdaiinue
Frungraneuazngizdeufiiiedos

3.2) Advertising and Promotion

misluyonuazdvlasuNMsviy

e Ensures process is in place for review and approval
of advertising and promotion to ensure regulatory
compliance.
nlrdnszusmslum st sanuazaudAnslasanay
gduasuniselddulaingenndeeiunaninmeias
NHUHE

3.3) Change Control Management
msusKisSamsmswaguudav
* Reviews and approves change controls to determine
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the level of change and consequent submission
requirements.
ﬁfﬂﬁimwLLazamgﬁﬁﬂﬁﬂﬁLﬂﬁﬂuLLﬂm DR INUATZAL
AMTUA swntaeitn g wazdan rwaluniId uusenis
wWaegnulas

* Monitor the progress of submission according to change
control process and support the issue resolution.
AAPHNANITA AW RSN IEWBNF1IAINNTIU R -
Lad LLE\]Z‘ﬁ’JEJLLm?JﬂEyW’]ﬁLﬁQ%%

34) Complaint management and Product recall

MsSSaMsdosSovlsaulLa:NMISISgNAUFUA

* Develops, implements and manages, appropriate
SOPs and systems with cross functional teams
to track, manage and report and communicate
product-associated event, complaints, recalls, market
withdrawals and vigilance reports.
W §LANTT wae $an13 T SOPs uazssufimanzaw
iauﬁ’unn | LN Tfed e oz NI RneN 9An3
18911 LLaxﬁlamiﬁﬂmamim“hiﬁﬂﬂi:mﬁﬁ'lﬁaﬁaa
AUKNARAMN T050038% NMSTENAUKERALN N1INBW
NARAMTINNARIA LAE TNBIBNILHNTETIANG )

4. Scientific and Health Concepts
(ranmsaiudnenmaasuazgumw)
41) Knowledge on scientific and health principles
n::nus:léia\)hé‘n:‘)nmmams'ua:z-jumw
* Remains up-to-date on scientific and clinical advances
that impact healthcare product and assesses the
relationship to regulation and regulatory issues.
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danuseuiAduiagiulwissanudimiieeman
IneFERs waz/vie N1NARANT D19FINANTENUS
WARAMT YN UazEINNT0UTHLAUANNTNAUET A
sanguinendaAwriLazUszianilgmiaiunsideunlas
NOVHIENARA U
4.2) Stakeholders management

NSUSKISSaMSHALAEITDY

e Actively engages with stakeholder groups to help
shape science based regulatory decision making.
yinwdiandungugiiieados tedelinisRianson
dadulalurunsidounazngranondnimriiuog un
Aug s manine mans

5. Ethics (pSgsssu)
5.1) Ethical behavior

waNsSSUQIUDSYSSSL

* Champions ethical behavior by ensuring integrity in
personal and organizational practices; respect
people and principles including professional, ethical
and human values.
Wuirlunisuaaslidnionginssnaiuaienisn las
B NANNTOE RSO D AWEILATEIANT BT NITLATTW
Aau msdamanialunnsines Tndeinfienuiainin
WOHITH WATAAIDIAM LT UN Y

e Holds one’s self, one’s employees and one’s
organization accountable for their actions.
FURATELNNNIINIENINIlUgIHEARD WENNUUTEN
LAZOIANT
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* Demonstrates and proactively advocates working
together in a spirit of openness, honesty and
transparency that encourages engagement,
collaboration, respectful interactions and trust.
waasliAnLazanuaunldigndanIinnuaen e
faslanidanti Godnd uaz Tudda enaliiAnaugniu
Tuiivanefens naTandans NIUfaunuoNwae
AMHATIN LazAawlIelann

5.2) Laws and regulations

nnKgua:znns:ligu

* Abides by and upholds the laws and regulations of the
authorities under which he or she operates and his
or her organization’s internal/external policies and
directives.
UvAmnuazqualiidnldaungruieviignuniaiy
MAsdey wiodulumuulavisuazdaidumeluuas
WONBIANT

5.3) Conflicts of interest

waus:lasunudou

* Takes all possible steps to prevent and resolve any real,
apparent or potential conflicts of interest between one’s
official responsibilities and his or her private affairs.
Upvamudunouidululsiman wedesiuiazudl
Tumwadseleninudeniinaduudivdefiaziindunie
fanadnlUlanaznndn serineanasanrouluen
AlEsunounaedun1enis wazdosdine
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5.4) Compliance
NMSUQUAMUNNUDYDVANS
e Raises and escalates, as appropriate, significant
organizational ethics and compliance issues.
iz‘uqLL@zﬁﬂqmﬂﬁuﬁuﬂ@mﬁﬁﬁfﬂéwﬁmL'%'aw%aﬁﬁu
Lz IUAURANN)IBIIANT

Business Acumen
(A WENSOTUNISUDVNIWSIUSSTID)
6.1) Preserves confidentiality of product information
NISSNUIADIAUUDVUDYANAONTUN
* Preserves confidentiality of product information as
appropriate.
FNWIANHAVTIT DY AHAANUTTATHATIHIANIZ TN
6.2) Information system s:uudopyaaisautnf
¢ Assures alignment of regulatory information management
systems with other organizational systems.
vl rzuuTanisaTawnad ssdoyanzidounas
ngVENERARAIMT flanugenadosiuIzuudug melu
29ANT
6.3) Work plan
wWuNISAIvIU
e Creates work plans with appropriate staging of
activities and with clearly defined milestones.
ﬁgﬁﬂLLW%ﬂTﬁﬁWm%‘ﬁlﬁjﬂTﬁitqsﬂguGhG’] P89ian3INIA
fimatruanaresianssaudazsunenlSodredaan
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6.4) Project management
NMsusSKislAasoMs
* Integrates qualitative and quantitative information to
draw accurate conclusions.

]
=~

ysonmatayaiiigmnnuazliino wWaliiiadoai
Aanugndod
6.5) Financial information
Jpyanmonisiou
* |eads integrated regulatory process and system
improvement initiatives that will influence and build new
capabilities for greater effectiveness and efficiencies.
Wninlunsvmuinszuawnisuazszuumuwnziieulas
NORHIENEANWALU LY IHINT FofinarnlminaNIInue
Twuaulvd 9 agddazdndmunasizdndng
6.6) Quality of Policy
AtuMwuovUulgug
» Continually improves the quality of internal regulatory
policies, programs and services.
Yudpgaunmnaasuleuie Tasiniskaznsliuinisey
Nunsifeuuazngranendninrioteaio
6.7) Issue framing
ms>1vnsauUs:tGultun
* Frames issues with a thorough understanding of
legislation, regulations, guidance, policy and directives.
Tensevdazdulgnmlaeldanudlafiand dludn
novinte nNIzdey nannow wleuie LasWIz Iy YR
fferdotsne g Iaduaeed
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6.8) Team improvement
NMIsSWaUuuInuvIU
e |dentifies and connects talent needs with talent
resources and recruits, retains, manages and develops
regulatory professionals.
izqﬁammé’faﬂmisnmam‘nﬂwfﬁamﬂmmﬁﬁmm
dunInlaaen wazinanUssduivyaainiideglu
29ANT UazINIEIIN ALY TamIuasmuIYAaINg
TulnwnnzLdewlasn YU N AN
6.9) Business Compliance
msuguamungs:tigumsaitdussio
e Ensures that corporate policies are adequate for
compliance.
araseuliuilatiulevesssosdnaiwisnodnrsy
nmIdfusennngszidey
e Evaluates regulatory risks of corporate policies.
Uﬁzlﬁlu@’n}lLﬁﬂﬂﬁ?%ﬂ?iﬁ@ﬁﬁﬁ’]ﬂﬂgiZLf‘lﬁl‘UﬂlEN%IEJU’]EJ
DIANT

7. Communication (msé"iaa'ls)
7.1) Information communication

msdoansioya

e Clearly conveys or exchanges information with
stakeholders within and outside the organization in
an appropriate and timely manner.
TWiayavIouandsudays AugiiAeidosnmeluuas
WONBIANTDENNTALAL MgﬂLmuﬁmm:ammzmanm
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7.2)

7.3)

Delivers key messages effectively to a wide variety of
audiences at all organizational levels.
foamlazfundnvesfeyaungFudeyaidainumain-
nane TunnIzaurnsasans ae1eflitssGninmw
Communicates with peers and supervisors and
ensures alignment on issues, questions and goals.
fosaiuioudinuuazfiledusye eliiulain
Uaztandgr anna1e e wazdivane danwdla
a9

Meeting management and communication

msSansua:doaistunisus:su

Organizes and facilitates effective meetings with
internal and external stakeholders.

Falidn1sdszgn wasidudrwigainazainlunis
Uszgaiugiiferdosinmelusazmenonasdng aened
UazAndnw

Reviews and circulates meeting minutes to stakeholders.
anamuuazdsonasuinmsszgaliungiiiedes

Project communication

msdoaislasoms

Aligns resources and discusses regulatory issues in
cross-functional teams to ensure completion of
project tasks.
TamsansweinsisndudiniulasenisuazeAvseny
NRINWANLNWNF ) 1%1.15:Lﬁuﬁmmlﬁﬂml@:ﬂgﬁma
WanAm LiellaTINTaraUANNESS
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8. Leadership (Awi0usth)
8.1) Policy development
nmswauuulaguig
* Leverages a well-grounded knowledge of applicable
laws, regulations and policies to develop and execute
plans and programs.
funInineauildR I dusdefudTuTa
ngnane noszfevsazulovienldluem ensimmw
wazNI TN IRLeElATINI69 9 TUUH TR
8.2) Diversity and feedback acceptance
NIsgDUSUADIUKAINKAIgUa:ADIUAQLAU
* Demonstrates the ability to build agreement and
acceptance through his or her ability to present
a compelling case for ideas, negotiate persuasively,
and address disagreements constructively.
LEAIAINEININTUANTEI AN NAUN DITINABLEZAT
BN LADE N30T 8989 wazldninale uazdanis
Uazduidulaingenuldodomsoassn
e Embraces scrutiny and accepts feedback as
opportunity to learn and improve.
BONSUNIINTIIFOUTIE HIIALAZANAATRYL LR alH TN
TomafazldiFeuduazwam
8.3) Decision making
msaaduto
e Proactively manages and monitors progress against
desired outcomes including working with others to
establish and adjust contingency plans, revising and
adapting processes, communicating success and
learning from mistakes.
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I ndegnuazifiasnanni i lunslanaans
Afanns Femnldimainuhiniudduiedariuae
Yudgeununudnies MINUNIBkAz UL A BUNTzUIN-
136N 9 Aanwgsalunsdoss LAZNITEUIIINAIIN
AnWan AT AR
* Ensures strategies, analyses and plans consider
anticipated long-range requirements and are not
just based on the current situation.
vldiulaldinnasns mademeiuazununudig g du
TafdnaRasaniianufnainisluizezey THlanaIomn
Pnamum i
* Makes informed decisions based on business
frameworks and tools and give consideration to
risks, tradeoffs, timing and available resources.
mmmﬁmﬁu‘twuﬁ”uﬁmmmn‘saug‘sﬁmm:m%mﬁamq
g3fa TwdRTanaades defdaids a1 uay
nSwensfides
84) People management and development
msdamsua:wcuuunains
* |Implements people management strategy & action plan.
WINagNSUazUHUNITIAN TYANINT WUHTRLA
* Demonstrates sensitivity and understanding of cultural
considerations when dealing with others.
mIzrindeaneonlnnazaunlalus o s muoTTn
Arannvane iadoAUfdNiusAugaY
* Continuously develops staff by making accurate
assessments of individuals’ capabilities and performance,
and providing feedback, coaching, guidance and
mentoring.
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ﬁ’wmqﬂmﬂﬂmmuﬂaﬂwmLﬁ'ae lngUszldnains
FIHITDUATHANUIBIUANZYAAN DETUNNIZAN Uazlh
AMNAALAL NTFOW N1TuuEwLaznaIuAUInw
i

e Willingly accepts challenging assignments and new
career opportunities that stretch and build capabilities.
Wnlasonsuruinmenl@sunounaneagradulesinis
Tomalnn 9 Tunsinfinisem wazlonalurinfnises
Tval 9 Adumainuazaieenumananliioyaaing

¢ Continually identifies and informs appropriate individuals
on emerging trends, opportunities and threats.
aansnszyuazdeliudazyraadmanzanlinui
walinlnadfiAniu Tomauaznzanaasne g gUain
F ©)



1

for Level 4

Regulatory Frameworks and Strategy
(nsouuudUfUuauaznagnSAIuN:TgULANNKINYNAONTUN)

11)

Regulatory Environment

ano:udadoaunmvongs:ligu

* Accesses and interprets environmental scans and
other socioeconomic, scientific and regulatory
intelligence to better understand and contribute
product positioning, competition, opportunities and to
drive regulatory strategy.
W9 aYAENIIZLIAR ONTUNINTIN LAZAINTA Y
LATRFAIATRIAN FIUINEIAEATUAZAINIDDIAIUNY
sufeudoififunazfnnn ielidnlafiate uasidiniim
U199 At IRE A nautedu Tona waziie
Fuiadou nagnidnunzidenuazngranendniouel
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1.2) Regulatory Classification

MSYQUSHNNKNAONTUNOIUNNKIUNEY

* Able to influence the regulation and policy on product
reclassification.
mananizdnih e nsaamiwieUsudeuulauenie
nnizDeudunstSundsulszinnuanion

1.3) Regulatory Pathway and Strategy

uusnmvounuauaznagnsaiun:idguna:NNKIgNaanctun

* Develops the organization’s regulatory position(s) and
strategy based upon assessment and synthesis of
internal and external intelligence (opportunities / risks).
me@@ﬁmm:rmqw%mmnﬁamm:ngwmawamﬁmsﬁ
10909603 TeeldAugiunadisifinazduaziood-
ANNFIINTayaneluLazuanNa AN Tana/annides)

* |dentifies issues early in the development or research
phase that could impact regulatory strategy, submissions
and/or product launches for complex and/or critical
products.
seydszdutlymldnas dwdlugrmaiauwvions
Funide Tellgmnudnaniznudanagnidunziden
LAENONHIBHARNTRT miﬁ'ﬂimam&@,m WaZ/v138 NI
ANIANARNST W RINSUNA IS A T 0 nuaz/13 0
ANNEATLY

* Develops product positioning strategies for complex
and/or critical products based upon current regulatory
requirements and planned regulatory changes.
WHUWINAENTLUNITIFAIUAUINE AN FINTURARA T
Adudauuay/miofanudiAguuiugiungizidenln
fagtuazngzidouiidunmazildsuidadluouan
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1.4)

15)

1.6)

Provides recommendations to decision makers on
regulatory strategies and options on new products or
claims that balance business needs with regulatory
oversight.

T uuzshungRsnnasnaulafeiunagnishunziden
waznOVEnENAnA Y wazadonieanunanAmiln
vidadanansnasinems Tngnsonnaudeinis
maoqiﬁmm:mﬁﬁﬂﬁu@Lmﬁﬂungwmﬂwﬁmﬁmsﬁaﬂw
QBN

Regulatory Intelligence

AWSAUNNKNYNAATTUN

Influences changing regulations and guidance.
fununnalmianadenedasngasdeunazraninoi

Issue management

nmsdamisus:tGuiloymnn

Integrates regulatory considerations (guidance) into
the organization’s product entry and exit strategy.
uimwmimﬁfﬂmﬁﬂﬁzLﬁuﬁwuwuﬁﬂmmzﬂgwmEJ
wanAmaid I udwunilsTunagnsnisiuaedmweiang
AaAnIaLANINIIUIETHIZALLIEN

Regulatory Strategy for specific product categories

nagnsaun:iguLa:NNKYRAONTUNLAWIENGU

Leads efforts to incorporate regulatory strategies to
expedite development and market introduction for
specialized product categories (such as orphan drug,
switched OTC, herbal, combination drugs).

Wuirlunisnwinienagnssunzidenuazngraie
HAAAITILR DIIN TN MUWINARAW TN TiNERS R
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17)

1.8)

1998 SNTURAAAMTIRNIZNEN (WK B 87l
TasudSudszianduendmielanily evayulng e1nd
ww3nviaunnginadeeduaiuaiuaie)

Negotiation with Authorities

NISLDSDINUKLDEVIUNASY

Manages negotiations with regulatory authorities on
complex issues throughout the product lifecycle.
FansmaaTseTey/Uineidumiisnumaigluio
AN duFaunmaunadia aaon1e9TTInna a0
Leads negotiations with regulatory and other
health authorities on complex issues throughout
the product lifecycle.
Wugiirlunisiessesay/dinwnuniisnuniaigle
Bosidanndufounaneiin Aaan 9T AREAA AT

Working Relationships

ADWFUWUSIUNISAIVIUNAUKUDEVIUCOA

Effectively uses the working relationships and interfaces
and with government and non-government organizations
related to regulatory strategy & policy.
SHIINTNANHENAUD NI BLAZNTUTZE R UAL
mhsmum@%’gt,mwmmmﬁlu6] ﬁLﬁlmﬁumqwﬁLLaz
wlavnasunzidouuazngnanawdanmn I ldldadrod
YIeANTANW

1.9) Compliance system & process (optional) stuuua:

ns:uduMstumsUuamuns:ligu (aussau:lasuy)

Leads the development and execution of good
regulatory practice and policy (e.g. QMS - Quality
Management System for Regulatory Department & SoP).
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DughTumaimuuasirdnnsUfianauazuleue
Tuunzideundadmaiunld (13w szuuuInsRmn
frFuunuwnnziden uaz SoP)

1.10) Market Access (optional)

msunaantundngaara (aussau:tasu)

* Interfaces with and establishes working relationships
with government and non-government organizations
impacting market access and distribution. (optional)
YT W BLAZEITIAMNT NN HS LN IR WA LN 8-
NUTg NIOVUEWEL 9 NENANTZNUABN TN NARA T
NgNaIRaIArION1INITZIN8EN

2. Product Development and Registration

(msv‘\'lcuuméclﬁmﬁua:msﬁun:u'iuuwéuﬁmﬁ)

21) Regulatory input to support product development
mistkdoyadiun:iliguna:nkuIgRaanuUitWaaliuauu
MSWaIUINAANtUN
* Provides strategic input on regulatory requirements to

product development teams for complex and/or critical
products.
sasnlifoyaneiunagniiiosfarimundunziden
LAZN)NENAAA WY dMTURER T A nTuFou
LAY/YIOHANNENALYADRBNNUINA AN T LA

2.2) Risk management
msdamsduanuidev
* Participates in risk-based decisions on special access

approvals/ compassionate use based upon patient
needs and risk assessment.
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a '

fidmsnlunssedulamuszauanudes lunisdnae
ouslAiansdndsenguiiay/msiana TagfRianzon
5\‘1mméfa\mﬁmaw§ﬂwLmeiﬂizLﬂummLﬁ'm
2.3) Dossier preparation and submission
msdalassuuazdudnaisn:ldou
* Approves regulatory filing strategies for complex and/
or critical products based upon proposed preclinical,
clinical and quality changes.
oudAnagnsmsdunzideudmiundniusiidaudy-
Foauuaz/miadanuddnlaeRasondninddeuula
ToyamunIadin AddnLazALNIN
2.4) Regulatory Review process and status tracking
NS:UDUMSMSWIStUNN:LdguUdSURNaantuinaz-NMsaacmu
amuzuavMsdun:ldsu
* Reviews and approves publicly disseminated information
on product submission approval status.
U‘i:Lﬁ%LL@:ﬂwﬁﬁﬂﬂiLwﬁlLLWi%@HﬂIuL%aGﬂ’]ial&ﬁﬁﬂ’ﬁ
fusaTunzidonndniuriroaonTme
e | eads key negotiations and interactions with regulatory
authorities during all stages of the development and
review process.
Lﬁui{ﬁwmimimﬁimmL'%’mfhﬁ%g Tz TwA DU 9
nﬂﬂyumaummmiw”wmwﬁmﬂymeﬂ LATNTEUIBNNT
IR I NZIDewA TUNERA WA
2.5) Product Claims / Labeling
N1ISNa1DDIVASSWATULLA:MSUFQVAAINUDORAASTUN
e Evaluates risk of proposed labelling, and proposes
the risk mitigation and management for business
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Yazfinanuidesesdaanuaaineauiussndesnisld
sadoummslumaanuazanIanadeenTays
AN IANUAIATINg
2.6) Working with cross-functional team
rMYIuSOUAUALYIUATEUIBNDINKaYUNUN

* Acts as a moderator or negotiator in regulatory
authority meeting to deliver business outcome as
expected.
Lﬂuﬁﬁ%ﬁumiﬂizﬁuw%a@’mﬁmGiaimﬁumﬁﬂﬁzsqmﬁu
mMesy donaansngsaiidainis

2.7) Clinical Trial Support (optional)
dauuayums3>vgnvAaln (aussauzLlasy)

* Leads the regulatory team’s and recommends
regulatory solutions for any risk and safety issues for
complex and/or critical products during preapproval/
clinical phases.
Wugrinfineuurunnzidousasngranendanmw wasld
dounzrinnwimannladgmludengszidey nIHANLAE
09 wazANNasnigraindnimindudon Lay/m3e
HARA T 1A InIEnIenT3senansadin/Adnn
(37uf9n13AnY BA/BE)
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3. Post approval/Post market
(msSamsnaGouRldsuoyiaudd ua:msdniuvIuMeKan
Waanwunoongaalq)

3.1) Advertising and Promotion
misTluyonuazdolasuNMsviy
e Proactively shapes in the advertising and promotion
regulation to foster health education and regulatory
compliance.
fidodenlunmslinwdsungzdeudulawonua:
foaunmsneiesiuaywnnslfanaidugunimuas
FOAARDINUNANNIAN A NN RNE
3.2) Change Control Management
mMsusmsdSamsmstiudguudav
* Integrates changes in post market strategy based upon
consideration of factors on legislative/regulatory
requirements to organization’s business strategies.
uimwmimimﬁﬂuLLﬂmTuﬂaq‘m‘mwﬁomaamj@mm
TaeRaIanisdariivuananguaieviongisidey e
THUTTNAgNENNIg T8I0 AN T 7
3.3) Complaint management and Product recall
NMsYaMsyasSovISaULa:NMISISINAUIUM
e Leads and represents the regulatory team in product
associated events, recalls and product withdrawals.
duiphusssunuasstnunnzidoundning Twn3annis
wigmaoilaifisUszasariAedeiunandue madend
NARAAT LAZNITNOWNARAUNAINARIA
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* Reviews and approves enforcement action/responses.
NINTATOUN AL AL AUNITUA LT/ unInienis
ARUYDTRITEUYNAINIBNUIBIIUNIATT

4. Scientific and Health Concepts
(nanmsaudngmaasuazgunw)
41) Knowledge on scientific and health principles
ADWSIEovKaANINeMAaasua:guMmw
* Serves as a thought leader in the understanding and
application of evolving basic and translational science,
regulatory science and public health to develop new
approaches to improve the development, review and
oversight of healthcare products.
v dudiinanudnluwdssenadnlawaz sz gndld
MenuFinemaniug uazdolizand Ineniad
NIMAUYUANINNIENE AN Lm:ﬁmmimmimqmﬁ
Wanognadeiias iiefivzasuwinisl 9 Tunsimm
Uazifin uaziiuguandnimsigenwliAs i
4.2) Stakeholders management
NMSUSKISSaNMSHALREOUDY
* |dentifies and proactively responds to scientific and/
or clinical advances that impact healthcare product
development and regulation.
FINNINITULATUNBIANNANINEIVBINANINENAIEAT
LaY/M3 NNARTENATNANIENUADNITWMUINE AT
gunnuazngranendanoet $nldludegnle
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5. Ethics (pSgsssu)
51) Ethical behavior

waNSSUAIUDSEUSSSL

e Champions ethical behavior by ensuring integrity in
personal and organizational practices, respect for
people and principles, including professional, ethical
and human values
Wugsirlunisuaaslidndsngfinssnauaieninlae

FANUAINNTOTAGNIADABLOILAZBIANT BN NITATTN

{81 LaEnANMIRATINNTYINU Tndeenilenurieindn
WOHITH WATAMAIDIANNT UN Y

* Applies the Code of Ethics for the Regulatory Profession
and develops an organizational code for regulatory
and related staff.
UNDIVANATIINUIIULNITTWLATINITHNZ LD O UL e
NOMHIERARN W HN T HNNTAT LAZNNWIVTIETIN
puAnad el ununneid ound admwriuaz sl
ffedaslFUf TR

e Holds one’s self, one’s employees and one’s
organization accountable for their actions.
FURATOUNNNINTENNNIlgIUT AR WINLUIEN
LAZOIANT

* Demonstrates and proactively advocates working
together in a spirit of openness, honesty and
transparency that encourages engagement,
collaboration, respectful interactions and trust.
wapliAnLa anuauRludigndan1Iinnuaeiuedns
faslanidlant Godnd uaz Tudda JonaliiAnauyniu
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a

Tuiivanefedns nsTandans NI aunusNwae
AMHLANTIN LazaNIelans
5.2) Laws and regulations
NNKUIBLA=NNSLTDU
* Abides by and upholds the laws and regulations of
the authorities under which he or she operates and
his or her organization’s internal/external policies
and directives.
YAt nuazqualiidnldennngruneniignuniaiy
Mfedos riadwluamunlovieuasdadidunmeluias
WONBIANT
5.3) Conflicts of interest Wwaus:losunusdou
* Takes all possible steps to prevent and resolve any real,
apparent or potential conflicts of interest between one’s
official responsibilities and one’s private affairs.
Uivamutunouidululamman wetesiueazudle
Jumnavszleninudeuiinatuudvdefiaziiniunie
faudulylgfazifindn sznineanasAareulnemn
AlEsunounIdun1enis wazEosdiue
5.4) Compliance misUquaaunnuovDvANS
* Raises and escalates, as appropriate, significant
organizational ethics and compliance issues.
it‘]_gLLﬁ:3’1EJﬁ%‘]_]i:Lﬁuﬂ@ﬁﬁﬁﬁﬁﬂﬁﬁﬁﬁyﬁaﬂfﬁﬂﬁﬁN
WM IUHTRAINNIDIBIANT
* Educates internal stakeholders on the relevance and
importance of ethics to the organization.
TWanndungifeadosnmalussdng TWiiuauddyoe
AIUDIINADOIANT
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6. Business Acumen

(A WasaluMsSuUDYMWSIUSSTID)

6.1)

6.2)

6.3)

6.4)

Preserves confidentiality of product information

MsSSNUIADIWAUUDVTDYaNAONTUN

e Preserves confidentiality of product information as
appropriate.
FNWIANHAVTDIT DY AHAANUTTATHATIHIANIZ TN

Information system

stuuUDAaISAULNA

e Creates a culture of good information practices,
protection/safeguarding of information.
a5 mUEIINIEINIUATAT Al o eaIEUNA N1
Unday/mitlosiudoyaatuIEen

Work plan

wWuNISAIvIU

* Provides strategic guidance for resource and
development planning.
1ﬁﬁ7LL%:ﬁWL%ﬂﬂaﬂ'Vlﬂ%ﬂ’ﬁ’J’NLLW%OW%W%WS’]H? LRZNT
WA lATIN1g

Project management

NMSUSKISTASVNIS

* Negotiates regulatory and scientific issues with
management.
wInsotdlnlazianaunzideniasngnanendan i
Audheusmanmelussansle
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6.5) Financial information

Joyamoumsiou

Understands and utilizes financial information to
contribute to organizational business decisions and
to make regulatory business unit decisions.
Wnlawazlddoyasuwnaiulimiadszlenilugnisdndn
T9109537709An7 wazn1Idadulavotununnziden
NAAN DT

Manage the effective budget planning & monitoring.
TANIINITIIUNBUAZAAAINNITIT IV T2 N e 8198
JIzENIA N

6.6) Quality of Policy

AcuMwuDvUlgug

* Develops strategies for resolving complex issues with

potential for significant regulatory impact.

W nagnsin ounmdudondeldnansznuidrany
Aounzidenuasnguanentni i

6.7) lIssue framing

nisovnsauUs:tGuidoumn

» Creates or modifies operational infrastructures (e.g.,

processes, systems, structures, roles, metrics) to
support strategic objectives and for driving sustainable
results.

mwmaﬂiﬂmqmwmimmu (L% NITVIBNIIVNN

20U TATET19UNTN ‘1/‘1%’1“/] ﬂ?ﬁﬂ?ﬁﬁuiuﬁ’l’]ﬂm%ﬂ) Lﬁa

siuaynIngUEasAlEnagns uaziialwldnanuidedn
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6.8) Team improvement

nmMswauuinuviu

e Assesses the data/ metrics/ performance etc.
generated for continuous improvement opportunities
within the organization and leverages such
information to achieve regulatory objectives.
Usziin daya / e / UszanBmw vay fiosdnsléuTn
14 welanialuniswmurnieluosdnogrenati o
wazindayadinaanlfiialiusrg ingUszmedunsu
nzieulazngruI N AN

6.9) Business Compliance

msuUpuamungs:tigumsaidussio

¢ Oversees regulatory aspects of business relationships
to ensure compliance and protect corporate interests.
AAUguanNENRUINgIias1s g Tuaungszdey
WaluuledndnsuiidaangszidevuazUniooma
Uszlemivniaerng

e Performs regulatory due diligence and identifies risks
and opportunities for executive management (such as
M&A, license acquisition, franchise).
nsfuankazIzidndoyarunzidauuaznguane
wanAT wazIzyansdssnazlonmainuii adaely
n13aanleIdUIrII0IANT (LW N13AIVIINAINT,
ma%aium&cym, nIAAuNIIgINTTULLW Ul
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7. Communication (msa‘i’aans)
7.1) Information communication
msdoaisvoya
* Develops and implements effective communication
and engagement strategies with partners.
Wi uazALdwNagnsn1IdaansuasMINEInIINAA
UszAninw Augiifendamomeluwazmenanasdns
* Communicates updates to wide variety of audiences
at all organizational levels to gain alignment.
AasnsanumsnifayiuungFudeyafidanuvainnais
Tunnazduresnsdng oliianaudilafinzeiu
7.2) Meeting management and communication
msSamsua:doaistunmsus:uu
* Establishes the meeting strategy to assure the
effective & successful outcome.
Menagnsnmaazguuazinliiulaiinmsdszyaduly
snathvanefingly
7.3) Project communication
msdoaislasoms
* Communicates the organization’s regulatory position
to business partners.
fomdosmadaiulasunzdenuazngranananiog
maaaaﬁmﬁu@ﬁwmeqaﬁa



NSDUANSSOU:IBIBWINTBNSSUN:LTYULA:NNKINYNAANATUN

80 (Regulatory Affairs Competency Framework)

8. Leadership (A2wi0usth)
8.1) Policy development
nmswauuiulaung
* Actively leads and engages in policy development,
implementation and communication by framing
emerging issues and contributing expertise in support
of the organization’s vision, strategy, priorities and
obligations.
duihussfismmnlvnmavmuuwlouns nsviulauield

UAURA uaznsfeansuleunedein lnensenseudszsin

' v
al a =

dndn wazldaderrgoeinues Lﬁaaﬁfumw
Aemien] nagnd dduANEAYL00L Laznifiay
SURATBUANY I0909ANT

* Articulates the organization’s strategic vision in a manner
that enables others to execute plans, tactics and actions.
fanudrlawazansneureideriaiaugnomans
yp9m9AnTLATuAN B s AN IR B um s s Ul a1
NIIATHLNWITY WHWNAENS uaznIUHuGs 9 1a

* Wins support and buy-in from sponsors, partners
and stakeholders by effectively satisfying stakeholder
interests and concerns while advocating a clear
direction forward; and coaches others to do the same.
yTWgaiuayu giuazdifendas mivauuLezeoniy
ATHLTY LABADUALEIAITNABINITLALT N804
Aifeades wazliurmenmainnuidaeu wazaan
Anousnligdun g manInrnldiduiendu
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8.2) Diversity and feedback acceptance

MsgDUSUADIUKAINKAIBLA:ADIUAQLAU

* Models, encourages and creates the conditions for an
inclusive and respectful work environment. Acts as
a catalyst and change agent for creating an inclusive
and respectful work environment.
Wuuuusene af{umg;mmza%ﬁamﬁmmﬂiumiﬁﬂmuﬁ
TinnaufidindanuazienTndoiuuaziu TaunonTzdu
wazsinlfAanaaswulas tWeadiussenialunig
ynowilinnaufidminuaziamdoiuaz i

* Models humility by readily taking responsibility for errors,
acknowledging opportunities for improvement, pursuing
new ideas and perspectives and applying learning.
Wusuuegredosanuseniontonan Tngnsanuans
annSuAnTauiiainanAnnanTw sensulonaln
MIRAW HawAauazyNedlnd 9 1117 waziinis
Feudeng g AlFlddazendld

8.3) Decision making

msaaduto

* Builds and sustains partnership across organizational
boundaries and functions as well as outside the
organization to achieve common goals and outcomes.
FuaZINEIANNTING aNUNETHEIANILAZLNINATT )
swldivesdnsmeneon Waldussgdathmaneuaznadng
TINN

* |eads thorough analysis of situations with appropriate
attention to details and the big picture including
consideration of impact at multiple levels of the system.
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duin Al mesianiunsoladnidin Tag
RAIITITEAZL D ALAZNTWIINDENINANIZEN TINE
NI faRanIEnUsaIzuURe sl fusn )

* Makes timely and effective decisions, balancing
the need for more information or analysis with the
need to be decisive.
daFulandafiazAnsanlunafimanzan Uuﬁuim
mmmwau@m:mwmwéfmmﬁaaa WIBMTIATIEA
RsLAN e Isinaula

e Makes tough or unpopular decisions where mission
outcomes supersede the interests/concerns of
individuals, constituencies or current situation.
sngnlaluaoiunianifiennwdadudon uazlailansdndn
Tafiaudrulnainidentios Tneasoniuadnsao
LquaﬂuﬁﬁaoﬂﬂiﬁLwﬁaﬂdﬂwaﬂiﬂwﬁ/%ﬁ’\nmamﬂﬁa
Tuaounmaidagiu

8.4) People management and development

nisvanisua:woauiunains

* Establishes people management strategy.
ﬁmuﬁﬂaqwﬁmﬁ@mmﬂmm

¢ Factors cultural considerations and impact into decision
making.
wnansznumwImws TN I dudmwinluniafianson
Andula

* Ensures knowledge and lessons learned are shared
across organizational boundaries.
ynlaulahasdanuduazunidenilédsn ldumadenan
sayaaINTuatAnNIogIATUAIN
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* Actively engages in talent management practices
(selection, promotion, development and engagement)
to cultivate a workforce that is well aligned with current
and emerging talent needs.

Admnlugegninernuulus Tunisdanisuaaing
AHANNFEINITOIAALAY (N1TAALEDN NITLAD ALY

ANTNAWILAZNITREIBIIN) LINEINENIZN TR
= a a o k4 % Y
duldTudemadednuansssiniszaswinauludagiv
2 d s
vinfiaziinin






Regulatory Affairs Competency Domains (8 domains)
aussau:aiudiv ) YyovdB1dwindsnssun:idou
na:nAKUIgWaantun (8 aau)

Regulatory
Frameworks
and Strategy

Leadership Product Development
and Registration

Regulatory
Affairs Post approval
O/ Communication competgncy (RESHIEESE
Domains

(8 domains)

Scientific and
Health Concepts

04






