English Thai
Professional Skills vinueanuiBunanny
Cognitive Skills vinwrAN55u9

1. Isrequired to identify errors and inaccuracies within research documents and
datasets

1. dosanunsasudofiawaiauazau Msiughane Tulonansisuuazundoya

2. Isrequired to identify problems and find solutions within study design and
operation

2. dasanusnszudamiuazdumiznsud luans Tuniseanuuunazns:uiumsise

3. Able to break down information into manageable parts and systematically
analyse it

3.  awnsasunuanduadoya Miludesudianunsndanis lduazinnsioinaus:
Uy

4. Interprets and summarises complex issues around study or disease area
(whether written or discussions)

4, mm’mLtavaiﬂﬂmmuwﬁusﬁ’aummnumﬁﬁﬂmﬁw%amuﬁﬁJuTiﬂ
(LiaafumsidounsemsaAuay)

Strategic Leadership

ANutufvinBanauns

1. Delivers leadership and strategic direction within an organisation

1. dweuanuibugihuazmsdindanagusmeaTuasdng

2. Manages a team(s) and oversees multiple projects

2. ﬁMﬂ'ﬁﬁNLlaxm’i’mHO‘UG‘]LLaTﬂ‘idﬂ’]‘iﬂaﬂﬂTﬂ‘Nﬂ’ﬁ

3. Undertakes process improvement and drives change within role and
organisation

3. shflunesnssuumswmuLazsuedoumsiasunlainns Tuuvuvuazesdns

4. Develops research agendas, policies and strategic priorities within organisation | 4.  WeuuAMUaN5ITY wlgue Lga:ms‘[ﬁ’m—mﬁqﬁmLsﬁmayw.s“ﬂms[umﬂ“ﬂs
5. Shares research approaches, outputs and knowledge with others at a senior 5.  uiaduAsIitnainsIty Wnadws uasmnNSAUREY

level through external committee and advisory board membership

fiszsiuen laknunAaEASIINSMBLINIATANBARMENSTUANSTAUSAN

6. Establishes and maintains relationships with a strategic network of scientists
and collaborators to facilitate research and building capacity

6. aATNUABNENANNANNUSAURTDNIBNNALNSVRIENINLNANARNS
BaRUTEA T UIUINDSTUIIANNALTAINATIUUATAT NANNAINISA

7. Plans and secures funding and income at an institutional level

7. MNUHLLAASNANNIUANYDINDIVILLAZTY b Tussduan

8. Member of international advisory boards and committees

8. aANNDAVIIAALENTINANSLAXNTINANTTIUEAYNSAINUSIVA

9. Works in several networks engaged with large consortium level research
projects

9. vihvwluedadhunannnansiiiAsdasiulassmsidssdunauusvnouia e

Interpersonal Skills

vinwesrniNuAna

1. Works effectively in one or more teams to deliver research objectives

1. vivuethfius:ansnnTunilsfiuniosnnninmedsauingusrasdmsidy

2. Able to mediate within a team to resolve conflicts

2.  awsadudonannme luiwdoud lomudauds

3. Able to express the views of the team and other colleagues (advocacy)

3. @ANTOLAMUIAAUDITINLALINIOUDY ¢ (U5nEN)

4. Able to listen effectively to others and facilitate open communication
within a team/organisation

4,  awnsaedustaiiuszansmwuazsruisenuazenn insdeansesnadlant
1 moTudin/osdns

5. Demonstrates effective negotiation skills within team/organisation

5. uwasuinsznsiassiososiifivszansawans Tudin/eedns

6. Demonstrates effective networking skills, building alliances and strategic
partnerships

6. uaawinwzAsfiimForsifius:Ansnmn Maashaiusiing uasuauidenayns’
o Tudin/oedns




within team/organisation

7. Able to encourage respect and diplomacy within a team/organisation

7. aansnduadunms iAusiuaz@adznisyanis Tudiu/osdns

8. Displays sensitivity dealing with personal information/issues

8. uwamsnssuiiodumuazidundausiodoya/Ususiudiuunma

9. Manages the operations of one or more oversight committees such as DSMB
or trial steering committee

9. AMSMSANAUNUTOIAULATTHANTHTIAAOUQARTINTONINATIININNAN 1Tn
DSMB #goaniznssumMsINessdsunIsvaasy

10. Responsible for communicating with funding consortia or network within
which the study runs

10. suAewaumMsdoansAuANNANnaIUniaIAFornus Tu
AgAsENHUNFINY

11. Manages operational relationship with collaborators, sponsors or CRO

11. danmsanuduiusmissinidunisAiuguszaruanu daivauu nia CRO

12. Responsible for line management of one or more people

12. suAsvoumsinmsansnuvasaunilsaurdaunnnin

13. Manages study team

13. d@nsfinnsdneite

Language & Communication

AELAzANSA0aNs

1. Writes different types of research documents such as reports, protocols and
SOPs.

1. Wowenansmsisousannsing 4 wu Mo lasisunnsise uaz SOP

2. Delivers effective presentations using oral and artistic skills 2. dwsumsihiaussinediuszandnn lasTdvinuzmaweauazAau:
3. Translates documents or organises translations 3. wdalenasndadmsadsunisuda
4. Presents to diverse groups such as peers, community or sponsoring 4, mtauavlﬂﬁma;uﬁﬁmﬂﬁmy D DU IR YUYW NFoMSALUAUUDNANST

organisation

Organisational Skills

vinenNsInSLdyUDNANS

1. Able to prioritise tasks and projects effectively

1. awnsa Wanuddusuanuuazlassnnsonafiussansaw

2. Able to undertake multiple tasks at the same time

2. awsasfincunaisosa e lunadonsu

3. Delivers milestones and meets deadlines

3.  dwwauhuunguazddasnuainuaan

4. Plans and organises study meetings

4. NuununazInsadyumsUssumsdnenile

Record Keeping

AstAUsnENLNTN

1. Completes accurate study logs and records

1. deAuduiinuazsadounmsdnuniduatngnsosasudiv

2. Maintains and updates study records and logs relating to any element of the
study

2.  AvsnEuazslweatiuiinuamndonnisfnunieiifsndosdvosdisznauwasns

3. Keeps records of study communications, sponsor and regulatory
correspondence

o =2

spunufinvainisdeansnsd@nunise Msaivauu uassadoudofsduiiAindos

w
3

4. Keeps study documents up to date

usneenansAnsd@neise iuais

5. Designs systems for study filing and organisation of resources

2ONLUUTUUAINSUNITNTDNNANSANENITLUATDIANTVDINSNEINTTDYA

Computer & IT Skills

1. Competentin using computers and IT systems

AaNuaInsalunsgsruumauRnesias IT

2. Uses systems required for their role e.g. specimen tracking, randomisation
software or recruitment tracking

4,
5.
ninwrmanNinositay IT
1.
2.

Tgs:uuisududmsuunumeesau 1wy Nsinenudsdinsa sansdingnnsau
®3MIARENNITATINIUAAINS




3. Troubleshoots IT problems 3. udlodeym IT
4. Designs, builds and refines databases or code 4. ooAuUY a3 uarlsusuanduagudoyansavidninaiii
5. Uses complex data management or statistical programmes 5. Tqi’ms:j“mmﬁ‘j’agasﬁusﬁauu%aiﬂmﬂim GiNGRI]

such as Epi Info/STATA/SPSS

wiu Epi Info/STATA/SPSS




Data Flow

AszuAYoNA

Creating & Maintaining a Database

ANSANLAZANTSNENGIUDDYA

1. Designs and builds a data entry and management system for a study,
in line with data specifications and user requirements

1.  oenuuuuarAs NSNS IANSHAzMsUoudoyad nsunisdnsnide
Twaenndosudoyainmnzuasdoivuavoe g

study data including after study end

2. Reviews, selects and implements appropriate data management systems 2. NUMU 183an u,azs[qi’q—ms:uumsﬁmmssﬂ’azﬂaathmm:au

3. Operates data management system 3. AHUANFTTUUANSTINNISTONA

4. Operates data quality checking within data management system 4, f;i’-u,ﬁ,umsms'maauammwﬂ'asgamﬂslu'szuumfi:i”mm'ieﬁauua

5. Designs and coordinates system for safe and secure storage of all types of 5. eonuuuuassAuNUsTUUAMSUMSIaAutoyan1sdnunitunndsnnegtala

anAuuAziuAY FINTINAIRINAUANNITANENIE

6. Uses system for safe and secure storage of all types of study data including
after study end

6. Tdszuudmsunsdafudoyamsdnunidunnisanaveinsasasdouasiumsiui
BANNNAUANMSANEIIY

7. Audits databases to validate programming and quality checks

7. amRsoug udoyaiondouANNYNGosnad IUSINSULATTIRADUAMLAN

8. Selects, installs and maintains data dictionary

8. 1890 finl warsnswanIuNTuTayA

9. Ensures the database supports an audit trail

9. m,AFOUGUTOYATATUAULUUINNATATIRADY

10. Responsible for designing and implementing a data sharing policy within an
organisation or consortium

10. suAswaumMsoanuuLLaznS U luusnsuUsTudaya
o Tussdnsnsenauusun

11. Designs a database level data quality checking system

11. sonuuUsTUURTIA@DUALMNTOYATTAUFIUTDYA

12. Operates a database level data quality checking system

12, siUNMSTUUATI@OUAMNNTIYATTRUGIUT YA

Collecting Accurate Data

AsAnAULDADL NN

1. Manages data collection and insertion into Case Report Form (CRF) or other
storage format, ensuring the CRF data is accurate and complete

1. demsdaifuuaznsondoyaasTunuunesusannsiea (Case Report Form wse
CRF) n3asuuuunisdniAiudu ¢ ssaaaaudoaya CRF Ingnsasuazasusnn

2. Tracks and checks data received from the site(s) prior to entry into central
database, maintaining a log of incomplete or missing data

Ao o

2. ﬁmmuLLazmnaaausﬁasﬂamvl,mumﬂamumaUﬂauavﬂaumauaamumauaﬂmq
msiAusnuTuinvasdoyaritnamunse asudu

3. Enters Case Report Forms (CRF) data into the validated database, keeping a log
of discrepancies and unclear information

3. Yeoudoyauvuwesusisauea (CRF) aslughudoyaiignsas
\Aushuuiinvasdoyaiunnsinauas lidaiau

4. Uses different data capture systems such as smart phones or other digital
devices for electronic data capture

4, s[sﬂ"i'vuuaumwsuauaw,mﬂmqﬂu WU ansu lnu wiogUnanifidnoadu «

dmsuIunndoyavedidnnsoiing

5. Designs and runs data validation checks for direct data entry

5. oanuuuuamsifiunsanAgouANNgndasnastoyadmsumatioudoyalasnss

6. Enters adverse event data into database

6. Youdoyamamsal bisuszasdaslugudoya

Data Management

AsIANASToUA

1. Oversees the flow of trial data at all stages (acquisition, cleaning, storage and
transfer)

1. eadouns:NUMsTastoyamMsnaadiszuzianua (nsldn
MsviANNAzeNR MIIAAU uaznsanyTow)

2. Oversees quality of data management and data systems

2.  AWIURUARULMNYDITZUUMSINNNTTOYAUATTIUUD0YA




Operates data management system

ALIUANTTEUUNNFTINNTTONA

Assists in defining data specifications and summaries, and data listings

whowmds lunissrudoyadinnzuazasy wasronsdoya

Reconciles data transfers

msUsumanne leudoya Insariu

Designs and manages data query and resolution procedure systems

29AUUULAZINANTTZULEA ﬂ’]N‘iTE)J‘.Ja LLazﬂizU'Juﬂ’]'iLLﬂJl‘U‘ljvaﬂ']

N u|sw

Operates data query system raising and/or resolving queries

N kW

shiflunssuugnanudoyaiaseduas/wiadodnaumsud ludam

Clinical & Laboratory Operations

a_ oo

AssntiAIsNAattnnasioslfufinsnnasg

Providing Clinical Care

A5 Insguaneaaiin

1. Conducts study visits with participants according to the protocol

1. dufiumsiarnemsdnunisosulithnumalasesnamsise

2. Takes blood and other study samples and measurements according to the
protocol

2. fudiednudonuaziioiumsfnunisudu 4 uaznsenaiamulassensise

3. Conducts and records clinical assessments as required by the protocol

3. sufiumsuaniuiinansusafivnaneeaineuiisiviue T lasssensisy

4. Conducts all study visits, assessment and clinical measurements according to
the protocol

4, @fumSiarngNsANNIRY ANTUTURUNG
LAEANSHNAIIANNAILAVINAN AN AT NANSIY

5. Manages any medical emergency according to qualification

5. damsanuisesnuvinemMsunmg e o snuaaians

6. Diagnoses participants through review of medical history, analysis of vital
signs, biological samples etc. and recommended relevant treatments

6. AtadufignnduyamMsaIUUsEIRnNAsEng Msieaisidryanasdn
NN NTIINYN a4 uazATsAEABITDTILLALN

Ensuring Appropriate Use of Investigational Medical Products (IMPs)

fsIADUNS [BHANAUYININsuIngIBedso (IMP) mnnzan

1. Responsible for assessing the risk of any study intervention or procedure

1. suRevausionsUsHAnANMIENTRINISUNSALTMNEo NS UIUMSANE AR TR 9

2. Assesses potential risks of all pharmacological interventions and implementing
safeguards within prescribing with other products, dosage, participants’ existing
conditions

2. Ustfinenuiduaiion AR duaanSUNS ALTIMNUAZDINENIANG 1Ay
msusuTdimdatlosruTumsdinsundnsdaueidu § aunon swiiduatvasithsu

3. Ensures safe use and administration of all study interventions,
other medications and medical procedures

3.  emameuhldnueislasaduuazguamsunsnuensAnyAsoviane e
ASTUIULATNNANSLNNSLAZANSSAENEIL DU 6

4. Implements safety monitoring of any form of study intervention or procedure

4,  msldmsanaseumulasasiovssmsunsnuasmMsdnunisunionszuiunissy
wwule «

5. Considers all safety issues around study and implements necessary documents
or committees

5.  @WansanUsasuanulaseduifzifunisdnuisuuazans [dionansnionauznssy
s ndu

6. Writes safety reports or summaries

6. WouspnundeasuAmnndaonsdiy

7. Writes the investigator brochure for an investigational medicinal product

7. @oulustifisudwsunansarinamsunngifteise

8. Designs the handling, shipping and storage for all study products and
interventions (e.g. drugs, vaccine)

8. 99ALUUNISAIRNNT MFTIRAT
uarANTIAAUKNARAUTIlazMSUVSALEIYNIIANSIRBana (19U o1 Tadu)

9. Implements study product storage, keeps records and tracks use and returns

9. msldnsIaAUNANAUTINSANENIRY
AausShENTUTinLATANSRRANNATST [ DuaznnsdeAn




Handling Biomedical Products

ANSARNNSHARAUYTINSINNG

1. Manages the log for the study intervention, including tracking expiry dates and
conditions

1. [ensduiindnsunisunanuanis@nnie
TufvnsfinsNaMwariuniaoy

2. Designs systems for the safe storage, handling, labelling and tracking of any
biomedical products & samples

2. 29nuuUssuUArsUNaInAuUaandy ANeInn1s Astinaann
wazNMsfamuKAnsusilaziiatudnmsunngn o

3. Manages the required systems for the safe storage, handling, labelling and
tracking of study samples

3.  [Aemszuuiddudvsunsdaiufivasndy ANeInn1s Aafinaann
LazN3fiaMNAIaENANSANYITY

4. Coordinates the movement of lab samples and associated data

4,  Ussanunuenuedeu lmvesdatesiaslfusinmsuazdoyaiiimdos

5. Receives samples and ensures that the correct and full supportive information
is provided, including CRFs

5. sushagvuazsmdeuinddoyanaiuauuasuaiunazgnsoas sude CRF

6. Writes SOPs relating to storage conditions, and what to do when a value is
outside of the specified range (e.g. temperature of storage room)

6. @Wou SOP MAsgasruanmnnsIaAu
wazdaiazsiosviniloratuanywidviue (u aaunniiosdniAu)

7. Checks packaging and labelling of IMPs is acceptable

7. emadovussadausilazmsfinaainves IMP Nilluiiveusu et

8. Ensure processes are in place for import/export of IMPs or specimens in
compliance with applicable legislation

8. em@suATLHUMSA ST /dvoan IMP
niodvaammadu lumungsudvuiiveduTey

9. Ensures relevant samples are taken, resolves discrepancies and communicates
results

9. amR@UNAMaAUIDLNTALITY UA A NNAANAIAS DL
wazHaansn1sdoans

10. Labels, records and processes samples in the clinical setting according to the
protocol and SOPs

10. aan tuiin waznssuunsatn lusUuuumemsunmgmalasisensisouas

Performing Laboratory Assays

SOP
AssniivnAsnadaun ol futinne

Performs routine laboratory assays

a oo I

stiumManaaauveiasdfusimsiuiaing

Designs routine laboratory assays

a oo

2oALUUNATUARDUN NADNUAURNMaITuARTRS

Oversees routine laboratory assays

a oo

aIRFUUANTVIAAD UV NKDIUGURNSITUATRS

Conducts laboratory tests, and interprets and reports results

Monitors lab resources and maintains adequate level of supplies

pFeUNIWENNTHo URMsuazsnu [iTangunsaliisawe

SRl Rl R

Provides technical laboratory-based advice to researchers in designing assays
and experiments

1
2
3
4.  MBuNMSAADUMNEIUAURNNS wazilana wassnsanuna
5
6

Fonsuuios fUuinsmawmaiiamuduuniwesainide Tunmsesnuuunsveaeu
UATNSNAADY

7. Establishes standardised assays and normal ranges

7. fwmuansvedounaztunaiiluinesgiu

8. Writes laboratory SOPs and ensures protocol is followed

8. dsu SOP wosfulinsuaznsiaaouivinenu lasssumsiss

9. Maintains laboratory equipment maintenance and servicing contracts

9. shmdryanisaniraarmsuishuaunsaiiesdusnig

10. Monitors laboratory fridges and freezers for study samples, ensuring power
supply and temperature logs

10. ssRaougidunardudiosdfuiinmsdmsusiodenisdneide

11. Reports results to the study team including flagging abnormal findings

AFDUNHTUANTTUUNBNAN N ULAzTUTINDUNAH
11. sweunadns lgfinnmsd@nenisunudeinssunuanuinundiiiddey




Interaction with Public & Study Participants

Uannusduvansisatriaziiigngsnns@nueidp

Engaging with the Community

AsHAUSINAUBNBU

1. Designs and coordinates community sensitisation materials or activities
(community meetings, educational plans, advertising, leaflets, letters)

1.  oonuuuuarsra T IUdonioAINTIUNHANNAUIUATOUD TN T
(MaUszan Tugmou Mmasnauwumsiming mslavan Tuuar aenue)

2. Takes part in delivering a community engagement plan

2. fizhusmTunsdswsuunumsiidiusiuvosnuan

3. Encourages contributions and involvement of study participants/patients,
key opinion leaders and community elders or chiefs in all areas of research activity

3. advayumsidiusnuaznsiuwdovasgidnsinnsdnuidu/ e
HinfifienuAaiiundnuaziion landovninausuTunndusesianssnnsisy

4. Sets up and manages a Community Advisory Board

5. Plans a community engagement policy for a study, research centre or
programme

4.  AsNUATINNITAULATINANTAUTAE YN DU
5. Muuwuulounsmafidusnvssgusudmsugudmsdne 53y wie lusunsu

6. Sets up a network within the community to facilitate ongoing engagement

6. dndamsatnuns luusuioswisaNuazmnnsidusiuatinsiolilos

7. Conducts community perception appraisal activities such as interviews and
focus group discussions

7. sfluArnssudsafiuuunfnvosanon 1wy dumealiazniseAusionauiiganiu

8. Takes part in public promotion of research through giving talks or
visiting community groups such as schools or local groups

8. fausuTunsduasunisidvesnafuansisasiiuyaniswanio
msifsudounanuuou wu 1su5ou nionguiiasdiu

9. Delivers community, or one to one, meetings with community leaders to
introduce a study and answer questions

9. dweumsuszauTusuu nionilesionds Auvminauou o
suziiMsAnyIFBUaznUA AN

10. Designs the approach of introducing a study within a healthcare setting or
community

10. spnuuunssfiuMsuusinmMsdneisumaTusuuuunsguaguamwnsenuou

Enrolling & Retaining Participants

AsadnsiaraNsshEaNINELIENSIN

Applies inclusion / exclusion criteria to assess study participants

afipsinaurinsenn/ nsdneanitaysuiiudidhsumsdnuids

Coordinates participant visit schedules

UsrauanuAeMsianiNe g

Randomises participants into the trial

Tracks recruitment figures and reports to relevant groups when required

fnenushiaunmsassinyaansuazsnu luginauiidsdoadeduiu

ViR wiNE

Assists in follow-up of individuals to ensure trial data is complete and
reports reasons for participant withdrawals

1
2
3. dwshesnefithsan Wesmsveass
4
5

ahuwde lumssinanuyaraiiie Wil lahdayansvaassanysniuas
FILNUANNANITODUS IV

6. Takes informed consent from participants

6. warduvaniindilvumuanniithsu

7. Designs informed consent process

7.  20AuUUATUIWAS AN Busoniins TWusu

8. Takes part in study recruitment process

8. dfidwsiuTunsuiunmsassnyaainsmsdnunisy

Supporting & Advising throughout Informed Consent Process

Asaiuauutarasiusinnaaavianszuiums Tiauduvouiiuds linsu

1. Responsible for explaining the details of the study to the participants to ensure
they understand what the study involves according to the information sheet and
consent form.

1. suAeweuTunisesunumuanduavosnmsdnuisounfidhuie Wi lawan
wth lainsdnsnisoidndesrves lsmuenansdoyanazuuunesunma i nuduse
u




2. Designs a consent process and consent materials for children, young people
and vulnerable adults or their legal representatives

2. oonuUUNTLIUMS IMANUDUsaNLAzAon s WA uBusoNd MSUIGA ienT uas
i I AfiA T UNE o FUMUYNIN AU B VDIWINLTN

3. Ensures that the informed consent is an ongoing process by continuing to
answer participants’ questions and to support them throughout the trial

3. e;adeuimMsanuduseuiifinsuds usvegerwivnsuiumssnidiiums e
g5 NOUANNNVIITNSINDE WD UArATUALUNINIUINADAYINNITVAADY

4. Develops strategies to mitigate any risks that occur during informed consent
process

4,  WawnagusitoanAnuidssiilAndusninensunums dauduseuiiuaTing
U

5. Ensures participants have full understanding of visit schedules

5.  amnagounfidnnudmuthladwusmsiavansesnedud

6. Ensures participants have full understanding of study procedures and the
intervention

6. ema@uidhTmiauth lansuuns@nunidsuazmsunsnuasasnetud

7. Advises participants when to seek healthcare advice at study sites or non-
study sites, if necessary

=

7. wusihdithhudieveruusnirdunisguaguaniianuiisonse ki Toanuiiisy
windnu

8. Keeps participants informed of any relevant new information that
might affect their decision to remain in the study

8. uwlfithsmTivswdnanswdiiAudale 4
fionadunans:uusiomssindu lrussnniwniiazisaey Tumsdnuidvsio U

9. Designs process when legal representative is giving consent (rather than
participant)

9. eenuuunszuNuMaafmununguuns WA uiuson (uudianueidrsu)

10. Explains to participants how they will be compensated and any payments they
will receive

10. asvnsTiuAidhs i wnninazlssumsnauunuatinglsuaznmsvrsziuls o
finninas ldsu




Safeguards AssnENANNU[IDNAY

Ethics & Human Subject Protection nanaZYsTUIAzNsANASDIR AN ANASTIT UL

1. Plans oversight and governance of the ethical requirements, compliance and 1. MNBNUANTAUARAZANTAIUANTDATMUANINRZLSSTH AMSAAUGNA

approval processes for studies MansUMsaUNAd mMsSUMsAnunide

2. Assesses the need for specific research studies and writes this justification 2. Usfiumnusissnsvesmadnumissiianzasuandsunis ivanaasTulasesun

into protocols 1593

3. Ensures all required ethics and regulatory approvals are in place before study | 3.  asaaeufimseuddsiungsaivunammdnasusssundounoulsusuns@nyd

starts Iy

4. Sets participant payment and compensation levels to ensure there is no 4,  fvussssiunstissRulaznsnouuvugignsie il Tlain lifins lluin

inducement

5.  Sets up processes and safeguards to ensure confidentiality and that 5.  fmvuenssuiunskazassnsnanulasadoiie uilaindinnsfusne idua

participants rights are protected NuduuaziimsduasosAndvoufithau

6.  Designs and implements specific ethical approaches and safeguards in 6. osnuuuuazsulTudnasusTaNilazaaznTsnEAuUaoass TusUuuuias

specialist setting such as vulnerable populations or emergency research during WU nauAuATinMuTEUN nomsiduisssulunsaliiinnsszunevaslsa

disease outbreaks

Risk & Safety Management AMsInnIsAmHIEBaLarmNURaRAY

1.  Writes the safety monitoring and report sections of protocols 1. IDUUAIUAITNTIAFDUANNUADAALUATAITTILNIUDDN IS AN

2.  Sets up Data Safety Monitoring Board (DSMB) or safety review committee 2. AvuaAmenssIAsaTNIRoUANNUaAAuvsToya (DSMB)
NRDAULATINANTOTIIVNUANNUADAAY

3. Write the charter for a DSMB or safety review committee 3. Wuuununidmsu DSMB waamauiznssumMsesavnuandlaonsdy

4.  Coordinates unblinding and other emergency procedures when necessary 4, UszmmawuﬂszmummuuvlsiUﬂﬂmLtazﬂszmumsi}ﬂLﬁuﬁu 9 Wodidu

5.  Responsible for risk mitigation strategies, associated action plan and issue 5. ‘fuﬁmjauzhw%“uﬂaqmsfmsmsmqmmLﬁ'm Lmuu;‘jﬁﬁmsﬁtﬁmq‘i’aq

resolution for studies waznsuA usufudmsunsdnenisy

6. Reports to DSMB or study management committees on safety events or 6. 199U lUgs DSMB

protocol violations wionaAssUNSInMaMsdneisuiAmsumaiiilulassumsdnuisuniownns
aliAtAuANMNUADAAY

7.  Takes partin a DSMB or safety review committee 7. @ wmswuTu DSMB ionauznssumsamanuanulasnsds

8.  Coordinates a DSMB or safety review committee 8. iUszausu DSMB #damaiznssun1snsavnuAnNlasndy

Determining Liability & Insurance Needs AsAiuamINTNTUsIUAISsURALLIAzNANSUUSEAU

1. Determines when insurance is required for research study 1. duuendie TafisTusaefinnssulseAudnsunmsdneise

2. Secures appropriate insurance/liability for a study 2. snwnssudseau/mssuRefianzandmsunisdnunise

3.  Tasked with reporting liability/insurance claims 3. FTLANTNTONAUTILNUANTTONTUUAUANTIUR R/ MF5UUseAYl




Quality Assurance

AsUssauALNN

Good Clinical Practice

wUHURNeAaTInAR

1. Identifies the requirements for human subject protection under relevant
national and international regulations

1.  sudormuadmsumsduasasonanaiasiituuusine ldngsudsuvessava
warsnINUsamANALIYD9

2. Ensures relevant GCP, GMP, GPP training is in place

2.  smadsuiiimsousn GCP, GMP, GPP fiiAsndos

3.  Ensures the studies are run in compliance with the guidelines of
Good Clinical Practice of the International Conference on Harmonization

3. amadouiduiiunsdnenidulasaenndosiugiie

a oo

wlfusivneediiniidussmslsrusvinasavdiAsAuamiuaonndog

4. Trained in GCP, GCLP and/or GMP

4, ithsunsousu Tu GCP, GCLP waz/nso GMP

Working as per Quality Management Systems (QMS)

AsvitnumusruunsInnIsaatna i (QMS)

1. Trains staff to undertake data validation and quality checks 1. Tmseusudwmihi lumssifiunisnsaasuanugndasuasdoyauaznsiaday
AL

2. Ensures studies have a quality management plan 2. fFIAFOUINNFANEITVIUNUMTIANITALLNN

3. Ensures studies follow the protocol day-to-day and reports concerns if 3. aR@auinmMsdnuitusinnng lasesansidutusotulamsnudafanam

protocol breached

AflANTazdia 1A ANt

4.  Ensures up-to-date SOPs are used at sites and coordinates review of these
documents

4,  es@euininsly SOP
athaludaiunanuinidouazdszaunuasanuonansimanil

5.  Maintains controlled reading and distribution lists for SOPs

5. sShwsedanisaiuuarnisuanInsuuumuanad sy SOP

Controlling Quality of Research (Monitoring)

ANSAMIUANAUANNDDINNSITY (AN5MSIAADU)

1.  Delivers quality monitoring or audit to assure the quality of conduct of the
study, and integrity, consistency, timeliness, and accuracy

1.  dwsumsaMadaunmMwrianisnadouie Wi Tafsaninnassmssiniiu
NI UATALE5TH ANNFDAARDY NTAFTIBIDNEAT LazAN)NsiDLiLeN

2.  Incorporates quality management into all research studies within 2. FIMsInMsALANW IginMsdneisuiianuans Tuaedns
organisation
3. Develops and coordinates risk-based monitoring strategies, ensuring 3. Wel U Ba U5 a NN AUNENSHSIEOUANNANNLE 819

consistency across study site(s)

' v
Ao o o

4.  Conducts study visit activities and on-site monitoring; ensures accuracy and
completeness of source documents, CRFs, trial master file and other study related
documents

wo TWuuTanhimnuasnadossu luasuiidsovisnua
4, LI UAINTINLAVNILAITAN I LATNNTHTIAFDUANUNIAY
wio Tu Tanfimunndosusiuguas muanysalvasonansiuaiu

nWdsuatumsvaass wazenansiiAsdasdunmsd@nuisusu ¢

CRF

5. Identifies errors and helps individuals resolve their issues in different ways
depending on the situation

5. sudeiiananauazthumasunnaud lodsafiuvsswinien Tuisdsng o
Tosduatifuanumsal

6. Reviews monitoring reports and implements corrective action

6. AsANUTIBUAseTadautaslsu T ssEinnsud o

7.  Conducts central monitoring

7. enflunsandounndudnaiy
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8.  Ensures data and documentation is complete, up-to-date, and appropriately
filed and ready for inspection if required

8. amn@ounDoyanazionasimuanysal 1udaqun
uaznTaAMINTANLAamNSDNAMSUR@DUMINAINTU

Regulations & Governance

ASANAUYIATAISAIUAN

Securing or Maintaining Approvals

Asouslfinssnunnsonmsad 13

1.  Takes part in application process for ethical/regulatory approvals

1. fdadwnuTunszuumsiiudsoaievomsouliinanaiusssu/sadoudorady

2.  Coordinates/writes submission for ethics or regulatory approval

2. dszaunu/doumsiananansandvsuusnisandfindnadusssn/sudoudous

Submits to trial registry

A lUgssanadounsaas

Writes and submits protocol amendments to relevant authorities

Wounarasmsusuudlasesnadde ludadhmihidfishunadiiddos

Writes and submits safety updates and annual reports

IENTRIF

oularasduinvmnudasnssuazsiganuulseant

v s|w

Identifies other necessary approvals e.g. local R&D department, marketing
appllcatlons local health authority

6. srumsauBianludu 4 wu uwun R&D Tuvtosdiu msldnunsnain
Wwhiigdsnunashugumwiiesiiu

Securing or Maintaining Contracts

grunnmssnunionisad 13

1.  Manages contracts, including (but not limited to): investigator contracts,
sponsor/site agreement, site agreements, agreement with contract research
organisations (CRO) or subcontractors, data access and transfer agreements in
compliance with confidentiality requirements, compensation in the event of harm

1. dansdenn nuds (usbiddamiog): 3y duan
donnasfaivauu/anuiiids donnatanuiiide donnasiuasdnsisuuuudnn
(CRO) n3aejvindeyaung
donnasnmsithasuazmssis loudoya lnsaeandssfudarinuanmssneitumusy
msuaiw luwmamsali ldsuuiaiiu

2.  Ensures contracts are signed, renewed and updated

2. amadeuh ldamnuTudayan dnssioons uazusudsaTwing

3.  Reads and reviews contracts to ensure they are comprehensive

3. dwuuawmﬂamuﬁmmwLﬁaTﬁLLuTahﬁmmmaumau

4, Writes contracts with collaborators, funders and other sites

Y

4, doudnanudugisaunu eeavu uasanuiisedu «

Governance & Organisational Context

n’xsn‘xuquuazu‘summﬂns

1.  Ensures study complies with regulatory requirements, local policies, and
applicable international guidelines

1. ATIRFOUINMSITVADARADIAUTD AMUAvaesA T DoAY U luunuiosin
BAZLUIN NI TN UsanaTiTasu T

2. Understands the roles and responsibilities of members of the study team

2. 1 TaununuassURnvo uTaNANNEnUaIiNAMSANENITY

3. Develop governance systems and documentation within the organisation

3. WalunsruunsUnasaduazonatsme Tuassns

4.  Contribute to governance systems and documentation within the
organisation and or specific studies

4, famTuszuunsunmsasuazionansns Tuasdnsuazdans@nenitoiiaizag

Research Regulations

sudguaioltfAunisi

1. Develops processes necessary for approval of a drug or other investigational
medical product (e.g. diagnostic, device, gene therapy) through the different stages
in a trial

1. disunsunumsisifudmsumsewsifeuaznansamivnemsunngideiso s
u 9 (u MRRNY aUnsal MSUNURIVNIRINEWUENTIH) WIUVNNSEEZENG 9
Tumsveaas
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2. Keeps up-to-date with relevant international, national, and local laws, policies

and guidelines relating to research (including ethical ones)

2. snnTkaeardosdungranuioidin nguinassiuens
wazngMINETINUssvATALTee wlsuny
WAz ToeRUIRe Tiduaquuasiane (Taudwdnasosssu)

3.  Understands and applies the laws relating to the use of animals in research, if

applicable

3.  whTuacldhguunuiiiAndesdunnslgdaiiunsise maAudes

4.  Responsible for the study meeting regulatory requirements, local policies,
and applicable international guidelines

4. suRevouiunAudarinuavassuisudatirumsUstgunmsdnynide
ulouoiesdu uazuuvswinssavaiiesu Ty

5.  Responsible for identifying and mitigating fraud and misconduct in research

5. SURATOULALIAUMSUNTUAZUSTIMNANTHADAANLAASEIHILATSAR ThA53 3D

6. Ensures relevant guidelines, e.g. database, labelling, reporting of AEs and
SUSARS, protocol amendments are followed

6. eRFOUUINNTALTDN W gaudoya Mssianain Msuauw AE was
SUSARS msusuuilasisiamsiduiianuan

7.  Works with regulatory authorities, e.g. during audits or when submitting
reports

7. vhowswAudwindgisouna wu ssuinemsesadey niailode sy

8.  Writes and reviews research study regulatory documents

8. WaurdamnsIananassadoudoiidunsdnenie

12




Study & Site(s) Management

ASINANSENENITLUAANUAITY

Oversight

ANININAAUNLLA

Initiating Study

AMSIBNAUANENITY

1. Reviews protocols and conducts feasibility and risk assessments

1. emavnulasssemsisouazanfiiumsusaduanudu lu lsuazanudess

2. Recruits study teams, Quality Control teams and oversight committees such as
trial steering committee

2.  @FFUAANNTANANSTANENIY AINAIUANAAAIN LATALLENTIHNATTATIAADUGUA
W AUENTTNAMTINTTEUNITVARDY

3. Plans and coordinates study initiation process (initial requirements in
infrastructure and facilities, supplies, staff, training)

3. MNRNBEATUSEEUIUASEUIBANSIENEWANTIRY
(FormuanmsiduduTulassasiiugiuna: anuil Janaunsal 1w msausu)

4. Develops and writes study report and analysis plan

4,  WeNU LA DU BN UAZLNULANTIATIEA

5. Contributes to study report and analysis plan

5. faulusweunsdnenisouasununnsitasisd

6. Conducts site and investigator selection: identifies, visits and recruits suitable
sites, identifies training and technical assistance needs

6. sflunmsidenanmuiiduuaiife: nssy Weduu

HATAITWAOTUMIAVVILANIRAN 2UNN90UIN warAmNANGNANTANNLTILIRADN NIIATLA

7. Tests, documents and pilots risk and mitigation strategies, such as code
breaking procedure in emergencies

7. vedou vienas uanisoinagnsaMudsauansussiin 1w
nsunuMahElundninausi lunssianiau

End of Study

AsauannsIsy

1. Performs study close-outs visits and audits

1. efiunmsianingiazesadaunstn-aanannAsANENIIY

2. Plans, coordinates and maintains data and study document archive for
specified time period

2. MGuNU YszEuau
wazshvgayauauonaIsNMsAnEIIuMAUASITUSDENATIA LG

3. Maintains study documents archive inventory and makes arrangements for
(selected) access to files after close-out

3. snenansnsAnEItAAUANT IUASILAXINASIRATSAMSUITA A
(wwuiden) lngndannta-oon

4. Ensures unused trial supplies are accounted for and appropriate disposal of
trial materials once research is completed

4, amaasugUnsalnamaaseit i 8 Tgnuiniimsvihsonsiyduazidaisiannns
VAN NIMINTANHDMITUNITIIBIAZAANYSTATUAD

5. Sends notifications of closures: informs and submits relevant reports to official
bodies (regulatory authorities, EC) and to other people involved with the study
(investigators, institution, trial subjects)

5. dmsudufounsteansid: uduazdensanuiidodoaunanisanuiidunenis
(\Whwhiisudoudosdu EC) uaz uamadu q MiiAsdasdunisdnynidy (1n3dy
ganvu ondaimsnsiY

6. Ensures and oversees close-out activities in case of premature termination of
trial

6. saEdULATRUAAINTINNSTA-oan Tunseififinsufiniavaassnouladaauysal

Tracking Study Progress

o

ANSARMNAMUNAUKUNDDINISANENIAY

1. Determines the project scope, milestones, budgets, timelines and tracks these
appropriately

1. fvusvsuwsavoslasns NI NUHURAINTTH JUUTEHNOL Feaznan
waLfine N AURATDERNNZAN

2. Tracks progress of study using tracking tools or software and measures
progress against planned objectives and targets

2. @esnumnudunitvasnnsdnenise les [dimsasfionsawansinsnaiaemuuazio
namMuAUminAUIngUssasduant s

3. Uses progress tracking to anticipate potential issues

3.  Tgns@iesnuanuduninmsmamsallsaduiionafiadu

4. Ensures on time reporting of relevant milestones

4,  ATRADUMTNLNUAAUINSNUGURAANTINAIATI TR0 NATIna
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5. Reviews status reports from other team members in relation to milestones

=

5.  asamunasnsnuamusanaingnsu o uiniidsdasduanswlfusiaanss

Project Management

1. Oversees study and site management, including managing multiple
sites/laboratories and ensuring consistency

AsIAN5 RTINS
1.  sR@uguansInNITANENIBLATAOTUAIY

Ao o a eva

NA ﬁdﬂﬁiﬁﬂﬂ'\’iﬂﬂﬁu%')ﬁU/ﬁaﬂﬂ@]umﬂ']'iﬂ ANUUMLAZATIRADUANNADARA DY

2. Oversees specified processes within the trial e.g. recruitment, monitoring,
follow-up

2. m’i’JQﬂa‘UGJLLE’!ﬂ‘i:‘U'JlLﬂTiﬁLQ'}zQ\‘lﬂ']UT‘LLﬂ'Yi‘VIG]ﬁE]\? L))} Aa3INIYAANNG
ANFETIRADU ANFRENIN

3. Creates work schedules and timelines and reviews associated reports

3. ANENTNANSVINNIULAZIR YL ATLAYATIRVNUS BN UALA SIS

4. Coordinates or manages teams or CROs

4,  Yszauanuindoaenisiinaunida CRO

5. Uses project management processes and tools

5.  Tdnswiumsuazesosfiodnnislasinng

Study Communications

AMsdaansnsAnENITY

Reporting

AU

1. Reports appropriately when required within the team (e.g. on workload,
logistics, status of project); escalates issues or concerns appropriately

1. swoune Tuinesnamunzaniosndu (1w Bendunsu aMsouad
amuzpadlasenis) asloUsufiunsotorinastnamunzas

2. Writes suitable reports according to audience and presents information clearly

2. dousisnuimunzanmugsuansuaniiauadoyastitniau

3. Understands and complies with specific and varying reporting requirements
for diverse bodies (e.g. ethics boards, sponsors, funders, regulatory authorities as
opposed to trial management team, steering committees and safety monitoring
boards)

3. whilauamlfuimudorinuamsnonuiianzauastainnasdmsuni snusing
9 (MU ALENTINANTRFLSTTH WATUAUW 5zaunn
ntihiisafoutovedud W leiiumsdanisnaass anznssunsesadsy
HATAUZNFINANTNTIAFDUANNUADASY)

4. Responsible for the quality, coordination, medical and scientific accuracy and
timeliness of relevant reports

4, SulawaUAMNIIN AFUSTEUL
ANNOASDIUNUENVNIANTUNNTUATYNINENANANT LAZSEETANVIIBNUAALITDY

Liaising or Acting as a Link

nsfinsianaan sl uanyaensidonlg

1. Maintains regular, timely communications and interactions with appropriate
study groups as required for role (e.g. communication with sponsor, sites, principal
investigators, stakeholders, monitors) to ensure smooth and successful execution
of study activities

1. snwnsdeansuarmsuiduviusasnalulng asenan
AunannsAnw I imsnzatanuidiuedmsuunum (u MsdoansAurfaiuan

anuitidn Unisunan ffonauslumnisin Wamaaou)
wio ui TahimssnifinAanssud@neisvaiwnusuuazlsaumnuaisa

2. Provides updates and circulates new information to team members 2.  TWuasmsuwsdoya Ivsiiduilaavuunamngniiy

3. Acts as primary contact for authorities, media, CROs 3. muu’hﬁmupjﬁmawﬁﬂmw%m:i‘mﬁwﬁpg‘ﬁa“wmq da CRO

4. Processes communications received and ensures a timely and complete 4.  siiunsdoansii l@sULANITIAVNUINAOUSU I NASINALAZASUEIU

response

5. Ensures that relevant documents are communicated with the team e.g. the 5. saasuiniinnsdeansionansiiiAundosiuiin i Tﬂsqfi'ﬁqﬂﬁﬁz‘fua,ﬁuﬁgﬂﬁaq

correct version of protocol.

6. Interacts with staff in other functional areas to ensure the highest level of
collaboration across groups

LY} v_ Al

6. UadnrusAud i luduanudwie Tui Taidmswanusufioawivisnay
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Facilitating or Attending Meetings

ANSIUIWANNAAINKEDNSIDNSINUSEUN

1. Organises meetings/teleconferences e.g. ensures correct attendees, makes
practical arrangements, prepares agendas

1. dansUszu/msdsauvnslng wu asadeudithandsauiigneo
YndoannasnsidnaId IMFBUARUANS

2. Participates and presents at meetings as required

ihsmuaziaue Tunsussaueuiuu

3. Takes minutes and ensures they are reviewed and signed by the individual in
charge

antuinmsUsnuazamagouin ldsumsamavuuazaun lasyrraisuiawe

4. Chairs meetings

AFUSEUNEUEWS

5. Facilitates meeting, ensuring agenda is kept to and decisions made

2
3
U
4
5. dwwanuazemnmsUszuN

paFeUNIMssnAMuANsUTuNLazMsHnau R

Staff Management

ASINASIINAENTA

Human Resources

nNINeINSUANA

1. Recruits and selects team, plans and coordinates their training as required

ATTUACARALADATIN MUNULLAZUSTATUIUANTOUSNYDINIALDN (51'13417{’5'1 W

2. Trains the team to follow the protocol and SOPs

a oo

3. Ensures the work environment is safe for staff e.g. that laboratory equipment
or infection control procedures are in place

1.
2. ousninTuguRsulAses9nsIduua: SOP
3.  a;aR@suhamwinedonnsvnaulasadudsuR g

a oo

faunsalWeslfiiinng nionssununsauaumsinide luimvanzau

4. Ensures that individuals are qualified for their role and receive appropriate
training; holds CVs, up-to-date training records and logs of delegation

4,  amadeunuransinuantidnsuunumvssnulas ldsunsousHianzan
wushen CV wazniuiinnsousnuaziuiinnnsusisiaviidudaqiy

Creating or Delivering Training

A5ANVINENSANINDUNNSOUSH

1. Delivers effective training for groups e.g. site training on study protocol/SOPs

1. Awsumsausuiifivsandnwawsunau 1w

AFavsNaOUMIIBALIAY lAsesA1538/SOP

2. Produces materials such as manuals or presentations for training on a specific
topic e.g. the data management system or participant flow

2. wande 1wu qile wiomsinausdwsunsausuiAsnAUiIto A W
FFUUNANTINNNTTOYA N3NTFUIUMSITIIN

3. Determines the appropriate subject topic, assesses audience responsiveness to
training, repeats and paraphrases source material (e.g. SOPs) in order to produce
an effective training session

3. Awuaidailomiimanzan Usaiiumsnauaussuassuanssonisousy
AavinguarasUsuiasuaiiomsiuady (ku SOP)
WanaswadunMsousuniuszdnsain

4. Delivers effective On-the-Job (OJT) or Individual training

a oo

4. dweaunmsausuvardjusianu (OJT) niamsousuuuusisuaaa

5. Develops a training curriculum and/or manages a training programme

5. waiumdnansmsausuia/miadanslusunaumsausu

Supervising or Mentoring

1. Supervises and coordinates team including monitoring performance,
developing their skills and capacity as needed

ANSASIAADUAUAKEDNTAIUANALLA
1. duusnazusranuanuiin saufanisasdaunmsufusinig

2. Supports team members in work-related or personal issues

aluauuaingniuAnAudsduiiAsndosiununiodiuumna

3. Mentors team members and/or acts as technical advisor or expert.

WaluvnEzlazmNNANNTaaNAT TN
2.
3.

Aounuamngniiuuaz/miovinminiiludivsnunvdeidonmayamaile
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4. Competent in various styles of supervision, and understands the principles of
supervision/motivation techniques and their applications in the work environment

4,  fimsduusTunannranosuuuy
wazth landnnsveswmaiianisduus/msnszdunaznisin lu To TuamwineadonTunns
vinanu

5. Line-manages and conducts appraisals for staff

5.  deansasanulazssiiinnsyusaindvsuidning

6. Supervises and coordinates the work of the team

6. dunsuazsr@a I U9y

7. Evaluates and assigns work and/or delegates to others, based on an
individual’s strengths and interests

7.  Usafuuaznouninseula/miousssadu anurdsuazauau lavsusdazumna

Resources Management

ANSANANTNSNLING

Overseeing Essential Documents

1. Collects and maintains essential study documentation e.g. up-to-date protocol,
trial master file, site files, delegation logs, investigator’s brochure, official
approvals, CVs, important correspondence

ANSNSIAAUALLALDNASAAY

1. swnuuazshuenansnsdnuItuiidday wu lasesunsisuibulain
Iwssuatiunmameass TWganuitiss tufinasusisshs Tusthsveuinis
msewifiotailumnens CV msdinslovnsannansiiddny

2. Updates important documentation as required

2. dsudsuenansdrdny Tiulaatumuiirinue

3. Secures documents in a central location, filed in an organised manner and
readily available for inspection

3. AusnuenansluanmuiiaudnaTwdasesdy daAuTudnwasiilusadoy
uazwsaNANIUNNTATIRADU

4. Maintains security of documentation by controlling access and physically
protecting it from elements (e.g. water)

4, Ausnwienans lasasdslasmsmuaumsidhfisuaznstiesiuyanisninann

Logistics & Facilities Management

aanTeing o (1gu 1n)

1. Coordinates, tracks and reorders the resources and supplies required for study

ANSIAMSVUANUAZANTU
1. dszanuanu fieenu uardwswennsuazianaunsaliidosmsdmsunsdnunily

2. Maintains materials and equipment inventory

2. quashunedsianuazaunsnl

3. Plans logistics required for the trial materials, such as arranging shipments and
accounting for materials

3. Nuwumsouasiiduludmsuiagnmavnass wu
NIRRTV NNNTIRAIUAVINTIWANTU YT TR

4. Maintains and calibrates equipment

4. quashuuazaauisugunsal

5. Ensures appropriate facilities for study and clean environment (including
appropriate biological and chemical waste disposal)

5.  sTRdsuinanuiimunzandvsunns@nunisouasiianninedonazans
(:uAIN5ANIRTNDDUF DN NTINEUAsANDENNNZAN)

6. Maintains a laboratory in running order (e.g. by preparing reagents, disposing
of biological and chemical waste appropriately)

6. guasnvfasdfuiinseuasiunsaiiunms (1w TrumsInmssuanssinngyin
ANSANIATINYDUFDNWNEIVMALATDENINNITAN)

7. Performs basic trouble-shooting and reports damages/required repairs

7.  sufunsud lodamiugiuiassanuanudung/mstonuasnisnibe

Finances Management

ANSIAINANTANSTHNU

1. Manages budget of research organisation or consortia including creating
financial reports and forecasts

1. densswdszunardnabasAnardaanianidly
FINAINIFARVINT IV LAZANTANAALLULYINATSIS

2. Manages budget of a study or department including creating financial reports
and forecasts

2.  wmMNUUsznad1nsunsAnEIIBAFDUNUA
FINAINIFARVNT IV LAZANTANA AL N AT
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3. Operates within financial constraints and alerts relevant personnel to potential | 3, (;hLﬁ,umsmy‘[usﬂ’a;i’qf‘fmmqms@ul,l,am;‘i’qLﬁauuﬂmﬂsﬁgﬁmsﬁaqLﬁmﬁus’fumu@q

escalating costs flonalAndu

4. Assists in budget negotiations and funding agreements 4, fthalmﬁasiumsmsmﬁiaiaaﬁﬁu\iuﬂfixmmua:ﬂ’amﬂmmﬁmumu

5. Maintains accurate accounts, synthesises financial information from multiple 5. quasnunvrydTignsas

sources to create report and ensure up-to-date financial information is available doyamnemsRiuduamnsianunasiinnanguiaiedavinsnuuazasdautoyans
and circulated Auiid Twriutaavuuasinnsineuns

6. Manages expenses e.g. preparing invoices and work orders, cash float, travel 6. Famsonu Wi Msdaesun Tusdmisazedanu nsuakuan

expenses, participant reimbursements F lgRMSIEUYNG AmauunU g5
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Design & Planning of Research ANSFDDALLUULAZANTINLLNUIRNY

Health-related Knowledge ANNSTIALYoeuFVA N

1. Publishes widely in area of expertise 1. wounsTusuiidoena tunsnany

2. Regularly asked to peer review papers or funding applications 2. maTﬁLﬁauﬁ"amwummmmaﬂm'm%as[umamuaU"NaﬁwLaua

3. Provides expert health/medical science input into research design, protocol 3.  damsundoyasduiveneansaumw/msunwneiitginmnaadlunnseanuuunis
preparation or during the study conduct F M5IAesuN lATT AT MEassIeANssiuAITISY

4. Designs and writes protocols in area of expertise 4, aaﬂLL‘U‘ULLazL@UuTﬂ‘N‘E"Nﬂ’]‘i’nlﬁﬂs[uﬁ’]uﬁwgﬂ’)‘d’]fy

5. Sets outcomes and endpoints for studies in area of expertise 5. ruanadnsiaranduandmsumsdnunissTuduiidoenny

6. Contributes to setting outcome and endpoint measures for studies in area of 6. ;‘jmus[umsﬁmumwaﬁws‘im:mﬁmwaqmﬁuamﬁm%”umsﬁnwﬁﬁu‘[us'ﬁuﬁLsﬁ'mszj
expertise 16y

Research Methodology NSN3

1. Undertakes literature reviews to show gaps in knowledge and evidence in 1. sflumauumulssaunsaiiouansdasieduanudiamndng u lnoianzassu
specific area of expertise By

2. Applies different statistical approaches in different study designs 2.  Usuldnaisideadsdviunnsnluniseanuuunsdnesnisosing ¢

3. Designs research studies/trials appropriate to the question being asked 3. aaﬂLLuumsﬁnmﬁﬁg/mswmaaqﬁmm:amiammuﬁmwﬁu

4. Develops cost effective risk- based strategies for running research studies in 4, V\Tmmﬂaqms‘”mumml,ﬁ'mmm@’mwmﬁm%”umsmu,ﬁumsﬁﬂwﬁﬁy‘[ugmmum
low-resource settings SNeNASEN

5. Shares research methods and operational documents 5.  udsdunaisdnsidpuazianansniseninig

6. Writes statistical section of protocol 6. 1 yunABiaifivoelaseeNnsINY

Developing a Protocol AsvisuunIAses 1153y

1. Writes protocol according to standard requirements and appropriate to study | 1, LsﬁUuTﬂ'sas'Nmﬁﬁummﬁaﬁmummmsgmuaxmmzauﬁuﬂszmmw%agﬂLmumsﬁ
type or setting AN

2. Member of a protocol development team 2.  aundnvosfinWmu lasesensidy

3. Writes draft or outline protocols for funding or institutional review and 3. dowdlasnseielassumAisudmsuanauuaznMIemiinmssanunio
approval uaaiu

4. Contributes to relevant sections of a protocol 4. fawmTumedwiidsdosweslasesennsisy

5. Coordinates and reviews study protocol including tracking inconsistencies, 5. UsrauauLaresau lassmsidnniinsiadauanu lideandog

errors or omissions JoHRANAN SN AAAL

Attracting Funding AN5ASEAUANTTIANNLL

1. Writes and submits grant applications for a study 1. 9DousardsinvaRuativaund nsumsdnynite

2. Writes and submits grant applications for major research project or 2. Lﬁyuua:mﬁwaL‘Euaﬁumg,uzimé“uimqmw%aiﬂsuﬂsumsﬁ:ﬁ”wmm‘[my’
programme

3. Plans costings and resources for a study or a grant application 3. MNBNUAUNLLAzINEINTAINSUNSANEN NI MY RUATUALL
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4. Contributes to writing of grant applications

4,  fzulumsidvudvoRuaivauu

Protocol Operationalization

AsU{URN5 IASISNANSISE

Developing Study Plans & Documents

ANSWENULLNUANSENENAIFBILAzIDNANS

1. Designs overall operational plan for a study e.g. project management plan

1. osnuuuuNuUAURMS lnuuAnsUMsAnEIse 1w unuAsInns lasins

2. Designs participant flow process; visit schedules, appropriate documentation
and time-points for sample taking

2.  29AKUUATTLIUMSKITIIN AUUANITIEAKNNY AMSARYINDNENSTINNZEN
wazAnuanad@MsUNSIAUIoLN

3. Designs study processes related to ethics, such as community sensitisation
plans, participant information leaflets, visit schedules and
time points for sample taking, recruitment strategies and informed consent form

3.  oonuuUATIUASANYITHAIAToIAUNANRBYSTTH 1
wWuAMNAzBURsoUTRITNYL TUUAITayAITNS N AnuamMSiarINY Az
AueNaNANSUNISIAUIDEN NALNSAISASIUILUAAINS
wAtLUUWOSHAT AN BNk s uud

4. Designs practical communication plans to circulate information within study
staff and to key stakeholders e.g. participants groups, DSMB, sponsors

4, eanuuuuNumMsdoansiBalfuiiainsunsdoyanis Tuiduihiinsd@nuidouas

aenaus: lomishuiiddny wu nanithsin DSMB fatiuauu

5. Coordinates/contributes to the writing of study documents, such as
information leaflets for participants, consent forms

5.  uszanuanu/fiduunsidowenaisnsdneise wu
Tuuadayadmsudithsiu uuuwasunsiwanuduseu

Developing the Quality Management System (QMS) & Standard Operating
Procedures (SOPs)

AsweNuIsruunIsInAIsantn N (QMS)

1. Develops QMS for the whole study, and for specific sites, laboratories or
pharmacies

uarAsruUASetitiAsNInsgn (SOP)
1. s QMS A nsums@nENIWNNNNG kardNSUAOUAIALTILRNLIY
AosUusins niondunssu

2. Develops and writes procedures for quality assurance e.g. how to track
participants’ information, how to check the accuracy of collected data
without breaking confidentiality rules

2. WANUILALIDEUATUILANTAINIUNNTIVUSEAUADLAIN LU
IEMsfinenudoyanithsin I5nsedouaNunsiosutiniNvaItayanIaAY
Tow Waufinngnssnndona HiTumnudy

3. Develops and writes procedures to control compliance to the study protocol,
study procedures and SOPs

3. dauuanduuns:nunmsiiemununmsiifugua il lasesenside
NS:UUNSANENI waz SOP

4. Designs risk management and safety plans e.g. adverse event reporting
systems, safety management plans

4.  29ALUUNMSIRMIANNIFNUATINUANNUADAAY 12U
ssuuATNsNUmensal hifssasd ununsdnmsanulasnsy

5. Coordinates drafting or writing of SOPs 5.  dszauanunissenadanisigss SOP

6. Contributes to drafting or writing of SOPs 6. fdrulumssensomsidon SOP

7. Writes SOPs that are GCP and regulatory compliant 7. 9uu SOP fiaeamdasrusaisudatisdunas GCP

8. Writes guidelines to ensure study procedures will be consistently appliedand | 8. igsuuuvnaie i lainszuaunms@nuisoasgmin luTduasindootvaonnd
adhered to BN

9. Plans and translates the quality management system into pragmatic SOPs 9. TNLLNuLLa:mJaszuumﬁmmsammw"lﬂa‘J’q SOP vnadfus

Developing the Case Report Form(s) (CRF) & Data Management System (DMS)

asweNunuunwosunssiwauaa (CRF) uazszuunisinnisdoya (DMS)

1.
forms

Coordinates and/or contributes to the writing of CRFs or source documentation

1. Uszanunuuazy/miafidnTunmsidon CRF wiouuunasionanssiuativ
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2. Develops study questionnaires for participants

2.  WsiuuuugauannsdnEn AUl In

3. Designs data management plan for a study including the methods for
monitoring and reporting safety data

3. 29NUUULNUASINMSTaYAdIRTUNSANENIBTINATIENNTOTI@UIAZANTIIEN
Wwudayamnnlaonsy

4. Contributes to quality management systems for the study as they apply to data
processes, such as monitoring of safety data and
checking database requirements

4,  fidwlusuunmsiansaanndnsunisd@nenideoasiivn U IgileUsnanad
aya 1w NFnTIdUTaarNNUADRAY LAz
N5RFIAFUTOAMNRUAFIUTOYA

5. Identifies appropriate data management systems for the study

5.  srwuszuunsIansoyaiminzandnsunisfny i

Interpretation of Study Results

asudananisdnnily

Analysing Data

A Edoya

1. Extracts data from study database and conducts data analyses using statistical
software packages

1. ihesndayaangudayanisdnuiduuazinifiunisileasidaya las Iduwaina
LWeTFITNAN G

2. ldentifies and establishes if conclusions based on the data analyses are valid

sryuazas WwInUvaUTiduatiumMsIessidayainnugndas

3. Performs statistical monitoring of data and interim analyses

sflumaanageudoyaideadfinaziinmidinTm

4. Interprets efficacy and safety data from research studies and clinical trials

wlanadoyamnulasndsuazlszdnsmMnannnsAnenIIuazMsaaaInenat

5. Applies advanced statistical techniques such as modelling and simulation

v
aa o

2
3
4.
n
5. Tdmeladiadfduas wu msdiasduaznsvinlueg

Disseminating Research Findings

NSNS NANNSINY

1. Writes a final study report 1. LﬁUummwumsﬁﬂwﬁﬁuﬁuamﬁw

2. Contributes to writing final study report 2. ﬁﬁm‘[umstﬂUummwumiﬁﬂwﬁﬁwﬁuﬁmﬁm

3. Writes and leads the submission of an article to a journal 3. ounaziinnsi@naNTUIUNANNEIRSUINSENS

4. Assists in the submitting of an article to a journal 4.  ehuwmdaTumsadeunanudvsunsans

5. Contributes to writing of journal article 5. fdaulumsiduuunanunsans

6. Writes and submits abstracts to conferences or journals 6. Lsﬁyuuazaqumﬁmjavlﬂﬁqmsﬂszqguw%ansms

7. Presents an oral presentation at a scientific meeting 7. ml,auamsml,auaimumﬂL1Jmﬁmsﬂszﬁum\ﬁmmmam{

8. Presents a poster at a scientific meeting 8. mu,aua"[ﬂamas"fﬁmsﬂszsqumﬁmmmams’

9. Contributes to a poster at a scientific meeting 9. dfawulumsvihldamesiinsusaumeineneans

10. Writes, agrees and works to a publication policy or dissemination plan 10. oy Wuwey wasintnuApAun louNuANSHRNWIAS o LN LATSINULNS
11. Designs communication and dissemination plan for specific study 11. 29AKUUASADAISUATLNLANSNEINSAINSUNSAN¥IFuianNzag

12. Delivers a results communication and dissemination plan for specific study 12. ANOUNARNSNISADASUATLNLANSNE NS AINSUNSANENISuanzad
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