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2 XUWELP V EUQJ VR HWHUWH VHIEHY WDAVKDSH
D FEQFDOGHYHBSP HOABWRI WP FARIFDO
RSHIDARQV EIRP HWIEV FOQIEDCSKDUP CFRBJ\
FHQADODERIDRY VHYIEHY UBHIXOWRY H SHWYH

P HAFDO/D HW DQG P HAEDY UMY * HSHQAQ) RQ
WH QHHG VSRQVRWY Z RINZ W 6* 6 |RUIXQVHWYIEH
VXSSRWWI XGPWRQDOMHYIEH VXSSRWHP EHEGHG
M 11Q) RUMELS HWG H SHWWH | RUVSHALLLE VWGV

GRAXP HQV RUGHYHBSP HQAFKDIBIQI HV

7 KDAFRQQHPRQ VWHQI WHQV RXUP HAFDO
UHIXOWRY DQGVDIHW Z UMQY 2 XUZ UMY

Z RUNFEVH R WH VFHGFH \WH GDV DQG WH
RSHUDARQDOUHDDV R WH WIDO:  KHQ QHHGHG

WH FDQ FRQUXO\ALHAD Z W 6* 6 LQKRXVH

H SHW IQFGAQ] IQVHWIDRY VD HW SK\ VIFIDQV
SKOWP CFRNGHWAMA  EIRABNAMEDQY DQG FGIEDO
CBP DQIHY VR GRAXP HOV UH BRMH | XO

FOQFDCSIEWUA
7KH UHVXONY GRAXP HQMRQ WD VAHQAIFDD
DFFXUDM  RSHUIDARQD® UHDDANF DQG FROMMOQW
DFURW WH GHYHBSP HQABD
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0 HAFDOUWHI XORY DY
VOIHW Z UMD

$ VXFPHWI XCFEQIEDOCHYHBSP HQASURI WD P GHSHQGY RQ GRE R HONV WD W F D U
FRP SGM DQG FROUMMQW) URP HDL® SKDVH UHV IBUF KR OM AR B GHYHBSP HQW

UH) DMADARQ DQG SRAP DN FRP P WP HON HYHWY GREXP HOAGHHGY \R WOWH \D R+
VAHQWIE DQG W XOWRY WRY

© HVXSSRWWSRQRWY Z W P HAFDO 7KH KHS WQFRP SB[ P X@EVASTEDY ICBXW
UHIXOWRY DG VOIHW Z UMD CARW \WH I XD LQR GREXP HQN WDWDH UHDG. |RUVXEP MRQ
GHYHBSP HOASDM 2 XUZ UMY FRP EICH UHVIHZ DQG GHAMRQP DNQJ

VAHQWIE XQEHWARQAEQ) Z W SUDPWFDCH, SHUHGFH
1Q FEQEDOUHAVHDURK. + HDO $ XWRUW H SHAVBWRQY
DQG FLRW | XGPWRQDOUHYIHZ
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( 1GHLY EXPERENCED M EDICAL $ OQUM ENTS THATHT YOURWAY
REGUIATORY AND SAFETY WRTERS OFWORKING

Z W EURDG WHUDSHXWE H SHIWH D®BZ 1Q) WHP VR © HZ RINZ W 6* 6 &+ FRP SIDQMMP SDWV
WPBIGD XQGHWARQG AVHDVH EIRBI\  WHDR HQW IQFOAQ) &+ ( ( DGO RUZIMK\RXURZ Q
SOUDAIP V DQG VAHQWIF FROVUGHIDARQY WP SOWV DQG VGBI I XIGHV

/ WNERSHIP FFOM HRSTDRAHTTO $ IRECTACESS TO IN HOUSE EXPERIS
HNALVERSON : UMY FDQGIY RQIQKRXVH6* 6 H SHWHIQ
2 XUZ UMY GRP RHWDQZ UM 7KH FRREQDM

FOQFDOSKDWP DFRBJ\  SKOUWP CFRNGHWEY
IOBXWURP P XGMEVFSEDY WDP V P DQDIH

EIRWEMNAMFY FOQIFDOCD® P DQDIHP HQVGXI VDIHW
UHVEZ IRXQGV IRTZ XS RQ RSHQ SRIQNV DQG NHHS

DQG P HAFDASXW

CRRE FQV P RAQD # ENTRAL GCOORDINATION OF

#ONTNUITY WHEN TM ELINES ARE TIGHT CROSS FUNCTONAL INPUT

2 XUWDP EDVHG P RGHAILYHV\ RX EDFNXS ;UMY DPWDY WH FHQADCSRIQAY RUVFHQWILE
VFDOEIOV DG | DAMUDURXQG Z KHQ Z RINBDG FEQFDOUHI XOWRY VDI HW WBMWAMFDODQG RSHIDARQX
IQFUHDVHY Z IMRXWBMQ) GREXP HQATXDIW

LOBXW:  KIB! DOIXQPMRCDOH, SHW UHP DIQ FRQGHAMG
WH Z WWMUGLYHV WH GREXP HQBMRQ SURFHW DG
#1EAR GONSISTENT

KHSV WD FRP SB[ H SHWH IQR RQH FEDU
SUBM ISSION READY DOQUM ENTS

FROWMMOAGREXP HQW
( YHY GREXP HOA Z UMMQZ W B XDRY UMz

LQP QG DQG VXSSRWMG B\ VAKPMUHG 4 & VR FKHAN

DFFXUR  FROAWCR DQG FRP SIDQFH



2 EGUIATORY EXPERISE ACROSS REGONS

$FFHW R WH 6* 6 U XOWRY DI DY WEP  DQG QM@ HQFH GDWEDVH FRYHUQ) P RHWDQ — QDARQDO
+ HDOM $ XWRUMHV



3 URIWHROG VXEP MRQVXSSR

$ WARQ) FERIFDOAIDOAMIW Z IW D SIRIRFRO& 73 WDACHHGY VR EH VAHQWIE BB RQG
RSHIDARQD® UHDDMF DG DNQHG Z W UHIXOWRY H SHF IMRQY @ HV 8SRW Qv RV Z IW

FEQFDOAIDCSIRRFRY DQG VXEP MMRQ GRAXP HQV IURP 1LY I KXP D QUD\DR SLY K BKD V +
WXYGHV DQG EH RQG

/ URWRTERS ENSURE $ OAUM ENTS AND SUBM ISSION SUPPORI
. 6WRQY SIRRFRIRZ GHUKIS IURP WDOFRFHSW ~ »  &@IFDOYUDCBIRRFRY &73V
\R11QD0 DARQ . &73 UHDMG 6 AHQWIE $ GYIFH SIRFHGXUHY DQG

o S&RRAECARQR ICBEXWURP

FIRW | XGPWRQDOMP V IQYHVM DRY VWMV
DQG H WUDOARNHKRGHY

«  6FHQWIE DQG RSHUDARQDOTXHVWRQY DUH

DGGUHWHG H | IFHQ® WURXIK GILHRW

FRP P XQFDARQZ W 6* 6 LQKRXVH H| SHW
IQFOAQ) IQYHWIDRY SK\ VIFIDQV

SKDUP CFRNCHWAMV  EIRWBMNMFDQY DQG
FOFDOCD® P DQDIHY

. $QQP HOAEHE HHQ VFIHQWIE UMRQDB! MG

GHVLJ Q DQG RSHUIDWRQDO HDVIELDW

. 7IPHO IR®Z XS RQ+HDOM $ XWRUW

TXHWIRQV DQG SIRIRFRP HQGEP HQN Z IMIQ
VKRWMUD DURXQG WP HV

+ HDOM $ XWRUW EUH IQ) SDFNDIHV

. &EQFDO7UDCH SSTFWRQ &7$ GRAXP HQW
. QHWIDARQDALHZ ' K] ,1' GRFXP HQW
., QMWW DARCDOD HAFIQDCB URGXFW

"RWHY ,0 3' V

. &0 & GRAXP HQMMRQIRUH.7' 0 RGX®
. QVHVWI DR YARFKXUHV
. . QRP HG&RQHIYRPV &)V IQFGAQ 3DMHW

,QRWP DARQG6KHHW 3,6

. &7$ DQG,1' WXEP MMRYVIQ( 0 ($ DG

1RUM $P HIFD

. 60HWO DRIHP HOABOQY ,' 0 &' 60 % FKDUMY

EHCH MIMN DAVHWP HQNV DQGP R
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6XEP MMRQUHDG. &6E5

$ &OIFDBWG 5HSRWEES5 1V RIWQWH GRAXP HQAZ KHUH WH V XB EHF R HV UHI XD R
HYIGHQRH |, WCHHGV VR SUAVHQAIMH GHV 1Q F RGXFWUHY XV D G IQMSUAD RO R WH WIDAC
DZ D. WD\ FBCU CFRXUDM DQG HDA \RIRGZ 2 XUZ UMY Z RINZ W FLRW [ XQPUWRQDO
WG WDP VR GHIYHU&.65 V WDAP HHW BED BUXOWRY H SHE DARQY

/ URWRTERS ENSURE

. &BDUFRREICDARQ DFRW FROAEX\RY
VXFK DV SK\ VIFIDQV  EIRVDNAMEIDQY
IQYHVW DRY SKDUP DFRNGHWFMA DQG RMHU
VXEMPAP DAMUH, SHW

.« $WHOARQVR GHVIACDQG FROUMMGR

. &RGAVH VXP P DUHV WDWP HHW
BIXORY H SHABWRQY

. BVWKPWUHG TXDDV FROARCY W GDMW 4 &
VWISV FROUMAY R DD YHULIEDARQ
YHIXV VRXUPH GREXP HQAMRQ

#32 RELATED DOAJM ENTS AND OTHER

SOENTHC GOM M UNICATON
. /D / DUXDIH6XP P DUHV
. 0 [FUREIR®J\ DQG EIRP DIHUBHSRW
. BXEIURXS $ QDOMV UIHSRW
. 3DWFSDQWBIHODUDWYHY IQFQQ) 686$5 DG

;0 &WUHDWG QDUDAYHY

. 6AHQWIE SXEGDARQY DEVIADRW DQG SRAMY

WDAKHS VSRQURY VKDUH UHVXOV FEDD Z W
H WLLDIDXAHQFHY

« 0 HHWY P IOX\WV IRUS GYDMRY v/ROBY

, 0&" 60 %P HMWJIV VRGHFMRQY/ DRAARQY
DQG UDWRQDBN DUH FDEVWUHG FEDUW®
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6 AHQMIE DGYIEH DOG VADMI\

%\ RQG LQAYIGXDOFAIFDOANGHY VXFFE fMVIXOBX) GHYHESP HQAHIHV RQDV RIS
|RXQEDARQ R VADMI IE BHIXOVRY GREXP HQW WDAD WIF I8DUDQG DI QHG Z WK \WH | X@

GHYHBSP HOASDA :  H VXSSRWWSRQRY [URP HO® + HD\B $ XWRUW [QMD ARYY \R BQJ
WP GHYHBSP HOASOQQQ]

/ URWRTERS ENSURE 3TRIEGCDOAUM ENTS AND SERNCES

. $ FODUVWKRMUH | RUVAHQME EDFNIURXQG . 6FHQMIE DGYIFH SDFANDIH DQG IW VXEP MRQ
GHYHBSP HQADARQD®! TXHWRQY DQG .+ HDOM $ XWRUW EUH Q) ERR\W
FRP SDQ SRVMRQY . BXSSRWDGYIEH SURFHGXUAV IRUHQG RN 3KDVH

. &RQMWQAP HADIIQ) CRRW \MIDMI IE DG \WDMJ\ SIYRECGBKDH WDOEGHMIQ
GREXP HQW DQG + HDTM $ XWRUW IQMIDPWRQY 35,0 ( EUHDNKURXIK DQG RUBKDQ GXJ
© HOVXSSRWMG DUXP HQV WDAKHS + HDIK GHVL QDARQ UHDWIG GVFXVWIRQY
$ XWRUMHV XQGHIAMIQE WH VSRR SRUMRQ . (SIGP IRBJ\ WHSRW

. &BVHDDQP HOAEHE HHQZ UMY . 3HADWE , QMMM DARQ3OQ 3,3

DQG UHIXORY H SHW | RUVXEP MRQ
DQGIR®Z XS



#ASE STUDY

$ JEEDCEKOWP DFHXWADOFRP SDQ Z DV SUHSDUQ)
D3KDWH SURIWP 10D UDUH CHI BIFWG WRSIFDO
AVHDVH Z IWRXVWYDREDWIG FRRIFDCHQGSRION R
JXICHWH SDK |IRZ DU

6* 6 DA QHG DGDG P HAFDY. UMUVR EUQY
FRKHUHQPH VR WH FRP SB[ IW Rl UHSHDMG

I HHGEDAN URXQGV 1 R GlLI HUHQW HDEX. $ J HQALHV
DQG WH VSRQVRU_ FROWMXRXVO DDIQQI WH
SURRFRO6 FHQWIE $ GYIEH SCANDJ HV DQG VAADWMI LE
GRAXP HQW DV WH GHYHBSP HQASDM HYROHG $Q
DSSURYHG &73 Z DV DFKIHYHG HQDEQ@Y WH

FRP SDQ. WR GUYH J URXQEEUHINQI SURTUHW IQWH
IHG R WH VU HWMG QHI BRMG WRSIEDOGVHDVH

2EAD M ORE
BITLY SOENTRC ADVICE


https://www.sgs.com/en/news/2026/05/case-study-medical-writing-in-a-complex-clinical-development-program?utm_medium=brochure

" X UHI MADARQ VIXEP DMRQ

$ AXJ UHI MADARQ VXEP MMRQLY DP DRIGHYHBSP HOAP IOMRQH 7KH I XQERY \HUQHHGY
RQH FR]HUHQAVFHQWLE WRY  Z (W FRQV\AMQAP HW DIQY CAIRW V XP MRQ

GRAXP HOMARY :  H VXSSRWWSRQVRY Z IW P HAFDZ UM IRU0 $$ 1' $ % $ D G
IOMEDARD® WHFRI QL HG GRMHUILIP HZ RIN VKHSIQ) FUHD MF I8DU FRKHUHQAGRE @ HOA
| RUUHI MADARQ VXEP MMRQY DQG + HDVBE $ XWRUW UHY #iZ

/ URWRTERS ENSURE $ OAJUM ENTAND SUBM ISSON SUPPORT
. $FPXUDM VAHQMIE FRP P XQFDARQR GDD . ) XOVXEP IMRQ SCFNDJHV
IQMBUABARQ DQG FRFOMRQY . H&7' SOFNDJH IQFOIAQI P RGXGV DG
. &RQWOQAP HADIIQ) CARW WH . 0$% 1'$ %S GRXP HQAMRQ
VXEP IMRQ SDFNDIH ., QAYIGKXDOMI MADARQ GREXP HQNV
. &BDUGRFXP HOMMKPNUH VR VXSSRWH IEIHON -+ HDOM $ XWRUW FRP P XQEDARQY GXUQ) WH
WDP DQG + HDO $ XWRUW UHYIHZ UHI MADARQ SURFHW DQG UAVSRQVHY VR UHTXHW
. &IRW I XQPURQDODQG LOMUGRFXP HOW IRUIQ RP DARQ

FRRUECDARQ WURXJ KRXWINH Z UMQ) SURFHW

. ' REXP HQMWRQ GHYHBSHG Z W IQVSHPWRQ DQG
DXAWHDAQHW IQP 1QG

. $OQP HUZ W JGEDOHIXDRY UHTXILHP HQW
DQG + HDOM $ XWRUW H SHAVEMRQY






6 SHADD HG VDI HW Z UMDY

6DHW Z UMY SO\ V D ALHPWIRG! 1Q SDAHOASIRWMPARQ UHI XD R GHFZRQP D ML D G W
QUPWRQ R FOIFDOCHYHBSP HQW6 DI HW GRAXP HQW QGHHGVR EHWP HO D F XD MDQG

P HAFD® IQMBUHWG [Q D FBDUDQG F RV MDAP D QHU : H GHOYHUVDIHW Z UMD V 8SRUY
DFLRW WH I XOVSHAWKP R SKDUP DFRY LLOGQF HEREXP HOB IRQ QHHGY 1URP VB LHWG
VXSSRWAGXUQI SHINZ RINBDG VR | X@® RXWRXUFHG VD HW Z UMDY

/ URWRTERS ENSURE SAETY WRTNG SUPPORI
. &ODU WKPMUHG IQMSUHABMRQR QHZ DQG . $JIVGHIDMVDIHW WHSRW ' 685
HYROIQI VDI HW IQ RWP DIRQ 3685 3%5(5 ,66
. $FPXUDM DQG FROUMQAIQVSHARRQ UHDG . SINP DQDIHP HOAGREXP HQW
VDI HW GRFXP HQW . 6LIQDCP DODIHP HOAHSRW
. 6WRQ WHUDSHXWE DUHD SKOUP DFRYL)IOQFH . 360) IQBXWDQGXSCDMV
DQG P HAFDCH SHWYH . &&' 6 &&6, DUG6P 3& UMHZ DQGXSEDMY
. 6FDDE®! VXSSRWGKUQ) KLIK SUHWXUH SHIRGY . $GKRF VDIHW GRFXP HQN VXK DV
IQFOAQI 3685 R\ FBN SURGXPWDXQRKHV DQG EHQH MIMN DAVHWP HQNV
XU HQM- HDOM $ XWRUMW UHTXHW . 6DHW GREXP HOBWRQVXSSRWY + HDIM
« ([ SHUHQFHG XVH R GDAQI VDI HW GDWEDVHY $ XWRUW IQMIFWRQY

IOFEAQ) $UXV 60HM DA 9HHYD 9 DXV
60HW DG/ 60 9



# ASE STUDY

© KHQDQHP HULQ) VDI HW FRFHQWI JHY
+ HDON $ XWRUW TXHWRQY WH SUMWXUH
V[P P HADM

) RUD JBEDCSKDUP DFHXWEDCFRP SDQ. Z W D
P DUNHWG SURGXPWKQEHUBHYIEZ - RXUVDIHW

Z UMY VXSSRUMG D LI QDCHYDODWRQ UHSRWAE\
EUQIIQ) VR HWHUFCQIEDOAIDOGDA SRAP DUN-WD)
VXUYH@GFH OMDXUH DG VSRQEGHRXV ,&65V
IQR D FEDUEHH MIMN UMRQDBI © RINQJ Z IW(
SKOWP CFRYUJIOGQFH P HAFDOUWHIXOWRY DG
EIRABAMEY WDP V' Z H KHSHG GHIYHUD

GH HQVE®! UHSRWZ IWLQ WH UHTXIUHG GHDGTLH

2EAD MORE
BITLY BENERT RSK ASSESSM ENT


https://bit.ly/benefit-risk-assessment
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6RP HVSRQURWY SUH HUVR NHHS P HAFD @HIXOWY D GV [HW Z UMDY IQKRXV HEXWCHHG
DEAMRQDCH, SHW/H I RUFRP SB[ GRFXP HQN FDSD BV RUF RWXIW :  H SURYICH

H SHUHQRHG P HAIFDCDQG UHI XOWRY Z MY Z KR IQMI UDM IQR \ RXURUI DQlJ DARQ DG
Z RINZ WIQ HWHU\ RXURUB* 6VSURFHV YAV 62 3V WP SOMVD GV \ WP V

/ URWRTERS BRNG &IEXIBLE STAFHNG SUPPORI
\ D/ R DYHUIIH Z UMQJ H SHUHQRH . ' HAFDMGBQ WP \MJIILQ)
. Y4RDG WHUISHXWE DQG GREXP HQAH SHWYH .« 7HP SRUN Z UMQJ VXSSRW
. ) DMRQERDUEQ) R DEAHW XU HQW . 3HDNZ RINBDG DQG EDFNBYJ VXSSRW
VXEP MRQV UAVRXUFH JCBV RU . 6FDOE®! FOSDAW WDWQFUHDVHY RUGHFUHDVHY Dy
GRAXP HOAEDFNBIV Z RINBDG HYROHV
. ) XQIQOMI IDARQIQR\ RXURRY Z RINGZ V DQG . 2 QHZ WMURUD FRRUEQDMG P XGZ UMUWDP
GRAXP HONARIQEDBY . (QDIHP HOAB\ WP H VWN SURMIPARUFRP SRXQX
. &RREQDIRQR WINKRTGHY WHYIEZ R FBNV
DQGWP HITHV

. QRZ BIGIH VKDUQ) VR VIAHQI WHQ IQMID0
Z UMY FOSDEIOW
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GRFXP HQW DWH
GHYHRSHG ~
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https://www.sgs.com/en/industry/pharma
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