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Free Redistribution (FHEA © HH)

Source Code (V¥ —Za—F)

Derived Works (JRZEY 7 b v = 7)

Integrity of The Author's Source Code (ff#F® Y —2x 23— Fo5Eatt)

No Discrimination Against Persons or Groups (ffl A %2 27" v — 7 I1c 53 % Z Rl D5 1)
No Discrimination Against Fields of Endeavor (R 3~ % 43 BFicxt 3~ 2 25l o 25 11)
Distribution of License (7 £ & ¥ X D4 it)

License Must Not Be Specific to a Product (FFEB S TOAHI R 7 4 & v ADEEE)
License Must Not Restrict Other Software (fh> Y 7 b v = 7% HlfR$ 2 74 & v X
DEEIL)

License Must Be Technology-Neutral (7 4 & v R 3T TR T LiE e & 72 \»)

0SS 1% D4 I T E AR5 3720, [V 7 b v« THlikg O KB ME T 0 ] AE

P v

[GEcd HEHICHARTRE T, #ETD Y — R a3 — F O - if5E3 e ¥ & v o 72 HARF
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K1 A—FTVI—RY 77 2T OH

bay | AWEYE A

FRL—TFT 4 VT AT A Linux, FreeBSD, Darwin

AvE—Fy FHF—n Apache (WWW # —.x), BIND (DNS # —3),
Sendmail (X =¥ —3), Zope (T 7V 7 — a v¥—
%)

T—RR—=R MySQL, PostgreSQL

TAZ by AR GNOME, KDE

FRZ VYTV T T Mozilla (77 7 ¥), StarOffice/OpenOffice.org (- 7 4
AAA—=VF}),GIMP (/' 27 4 v 7 TT 4 X)

27 )T NEEE Perl, Python, R, Ruby, Tcl/Tk
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2)

3)

WA K 18 fERIEHGE{E B &
https://www.soumu.go.jp/johotsusintokei/whitepaper/ja/h18/html/i1452000.html

Open Source Initiative “The Open Source Definition Version 1.9,”.
https://opensource.org/docs/osd
Open Source Group Japan “A—7v YV —XDiEFKR (v1.9)”

https://opensource.jp/osd/osd19plain/
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https://opensource.org/docs/osd
https://opensource.jp/osd/osd19plain/

4) EHUIRHEERRE “OSS o EEICEE 3 5 AE”
https://warp.ndl.go.jp/info:ndljp/p1d/12446699/www.ipa.go.]p/files/000056269.pdf
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® GNU GPL (General Public License)
VFr—F AP =A2VRICL o TERINSETA v 2R TH S,
A icFIH, iR, WECIEY 7 7 = 7 OVER - BiAi s aJBETH 2,
REY 7 027 (RELEY 7 92750 RMELTHWE Y 7 by
7)o WwTh GNUGPL 94 kv RicHo& v —2a— FoAR. FIH. B
fi. WEEPED LTS,

® BSDL (Berkeley Software Distribution License)
KEAY 7 AN THLRFEAN=7 LRI VI N T4 & v REKT
H5,
MAPHEATICH 72 FEHER R 2 o ic, BRAETH V., HEHMECEM T
52 ~oFE (REFHE) zarEad d k<, HlR2 D7,
V—Aa—FIEAFDEHAY 7+ 7 = T ~DIYIALDA[ETH 5,

® MPL (Mozilla Public License)
F v b AT — 715 Netscape % OSS fb L 72 NPL(Netscape Public License) %
bLelTwnig,
GNU GPL (RILK, SELAEY 7 by =T 2 HRAT 25810k — 22—
FORFADBEG T b T2,
ML L7zHCHEY 7 v 2T MPL V7 v =T %—&{LL, O E&DoD7
v 77 5nET 580, GNU GPL TIRHCHERD S ¥ — R 3 — FONHEH
b BH, MPL TIIIFRHE T 2R EHDIA vy A2 HHTE 5,

FHRORENRTIA RV ZED . OSSDIA LV RICL o THEELEY 7+ 7 2T %2
Bl 2R3y —2a— K2 AT 2L o Z2flRIEH 2 b DD 1.1DOSDICH 58 |
ICHHT 2720 CHNIEHIRIZ RV, 2070, BERAGRY 7 by = 7 2 HEA T2 2
. BHOEBED oI OSS 2T 2 2 L3R wEExONSE, LIL, 71
77 LEBRHERO 7'u 77 20T OSS a2 6%, BEEAMA OSS #&A7ZY 7 b
77 RBABLCEAMATIBICIE, FRRO T4 e v RIS TY —Ra—FE QBT % &


https://jpn01.safelinks.protection.outlook.com/?url=https%3A%2F%2Fwarp.ndl.go.jp%2Finfo%3Andljp%2Fpid%2F12446699%2Fwww.ipa.go.jp%2Ffiles%2F000056269.pdf&data=05%7C01%7Csakaue.taku%40chugai-pharm.co.jp%7Cbe8254d8a9064b92ea3508db3fa7d289%7Ca5bd0d07eca34fda98217c858c9deb8a%7C0%7C0%7C638173762764580977%7CUnknown%7CTWFpbGZsb3d8eyJWIjoiMC4wLjAwMDAiLCJQIjoiV2luMzIiLCJBTiI6Ik1haWwiLCJXVCI6Mn0%3D%7C3000%7C%7C%7C&sdata=HyTEJhJFfCb21KzwyxOhFWyXuDBSEGSJttX310vR8aU%3D&reserved=0
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1) 1HELIRHEERRE BB BB 2 Rk (GEARL ~u) 7
https://warp.ndl.go.jp/info:ndljp/pid/12446699/www.1pa.go.jp/files/000056274.pdf

12 HEetegirAmYy 7 ~7 =7 [R)

GNUGPL D7 AV RIS Y 7 b7 2T DO—D08 R TH 2%, R &k, HaHETHY
Zbrv =7 [S) CERT 2 IS FiEl »PEFT 2 2 L 2HMICE I WizA =T vV — X
DIEHENH 7YV =V 7 v 2T THB Y,

R (X UNIX &, Windows, MacOS ® 3 ffifHD OS icx G LT 2, Y7+ v =T %4
YA =N L7eD L FEIRFICHIC & 2REHITRRREIC N 2. [o%y 77— ) LIFIEN B #iET
T TR Tv s L0EeE VR, AV EA—F v PENLTCEYYR—-FFTBHI L
THAHRITHERE R ILIRT& 2 Vs RD Y 7 + v = 713 R Foundation IC X » CHEMI N TH
Y. TCRAN (Comprehensive R Archive Network) | &WEEN 2 7 = 79 4 b TRARINT
W5 Y, Ny =3 eMROBFEFIC X o TERE N TH Y, EH X CRAN TAI L
%,

R Doy i — T3, A 2 REH T TR ICOIE T 2 & 7210 T < ~ 4 R
RitEEm, S L o 2 HT LW REICHIGT 2 b O, LR — MESBERESC mER 7T 71E
Bk % B3 % b D, Microsoft Excel %® Word, SAS % SPSS & wwo 7zt 7 b =T D 7
7ANDAHMNEITI)DDE T, L DML H 5, BITE. CRAN ICAfEIhTn2o%y
7=V 73T b 20,000 FEELH 5,

oy 7 b v =7 AR, R SEEREEMPC AN 7 DBIED D ICAERICY 7 F 7 = 753
N=TavT v 7EINE, RNy T —=UHFERICAA—=Ta v Ty I {Tbis s, RDN—
VavrivTlRAI VI EEDbETWEDIT TR,

EPUIN
1) R Foundation “What is R?”

https://www.r-project.org/about.html

2) R Foundation “What machines does R run on?”
https://cran.r-project.org/doc/FAQ/R-FAQ.html#What-machines-does-R-run-on_003f
3) R Foundation “CRAN Mirrors”

https://cran.r-project.org/mirrors.html



https://warp.ndl.go.jp/info:ndljp/pid/12446699/www.ipa.go.jp/files/000056274.pdf
https://www.r-project.org/about.html
https://cran.r-project.org/doc/FAQ/R-FAQ.html#What-machines-does-R-run-on_003f
https://cran.r-project.org/mirrors.html

1.3 BUERERICHITS RICHKRDIEE

Ricix, fEch sz icma, AP O —F208y 7 — D BER - BHTT 5 7z 05k
U DT FEDRE CICEZ 2. 72, IBFRFE I N lgetEdmvw 7' n 777 Aol 2 8
TE 3%y 7= [tidyverse| 28H %, L Vo RFiAH %, 2D XI5 7% ROFEWD L,
BIHER CHO IR T — 2 O, ZDT =222V AV MR D EBITIEH T %72
DO AP E > T b,

AR T, ARHEZ HIY & L7255~ DIEH ORI RIS S IC 7 o T & 72, Z DK
)72 AR % AT TN S 5,

1. R submission working group
R consortiumVICFTJE L T\ A HEISEREEW 2 o N— G I N THB Y . EIFHFERICR
R—2DEZEHFEROET 7 — 2 2 BGIL H~ N 2 BEICEE L Tw 5,
BIfE. FDA il T34 my b &iEDTH Y| 2021 £ 11 HicEfEE hrz 1 EH
DX By P T Iy a TR RCERENEMBITIRE L £ 0 70 777 L fi# T
MRZE O FIRMEELR © 72 © O IE 2B & 1172 ADRG (Analysis Data Reviewer’s Guide)
EEHEUHBEEFT 2Ny =V KL, XA vy b Ty v a v EE Z2E
EHRHE TR T GitHub LT 2& N TH Y. FDA TORMEDMRR DS R4 T TR
TXBLHICm> T3, 7. RConsortium ® webinar I CTEfii X #L7-. FDA ©
LEa—TILkdRXAay b7 4 —=F Ny 273 YouTube ICTRBYE T3,
2022 F 9 A bBllEEI 4 vy F T Iy a v Tk, 1 BIHOHRGET — &8
VT —=VIMA, AVEI T4 T T XL a—%HMNE L7 R Shiny 25T
Hi Sy r—yotoy b 73y aveEl, FDAICX )V ZEIhZT L
DG INTE Y,

223 3CHR

1) R consortium
EMFOR V7 v 2T 290, fiFEE AT FVRLED) Oala=
TAEYR—- T izl INAI V-7 C R7vY 27 P OFBKESC
» % R Foundation D¥FK—F % L TWw3,
https://www.r-consortium.org/

2) 1TEHEA A my M7 Iy a VRETER
https://github.com/RConsortium/submissions-pilot1-to-fda

3) R Consortium webinar [Using R in Regulatory Review
https://www.r-consortium.org/using-r-in-regulatory-review

4) 2@EB4uy T IvyavicBT 3158 (UPDATE: Successful R-Based
Package Submission with Shiny Component to FDA)



https://www.r-consortium.org/
https://github.com/RConsortium/submissions-pilot1-to-fda
https://www.r-consortium.org/using-r-in-regulatory-review

https://www.r-consortium.org/blog/2022/12/07 /update-successful-r-based-

package-submission-with-shiny-component-to-fda

2. Pharmaverse
B D b DSINH TR S 1L7z[Ffk <. CRF » LERRERT — 2 0oL A —
FORHETESFR—1+T2 R AvTF—VORFKLE AT F v 2AEFEH Y, RED
BIRRY) RSy =) ZUTICHENT 2,

sdtmcheck
SDIM DT —2F v Z7HR Sy 7=, FFllEEIZLLT® URL %2214,

https://pharmaverse.github.io/sdtmchecks/reference/index.html#data-checks

admiral
ADaM {ERH R X v &7 —, ADaM #{ERK T % 7= D IC B I BEREZ# B% & L C
Rt T3,

https://pharmaverse.github.io/admiral/cran-release/index.html

admiral 1%, 2’AfEK (admiralonco), HREMEL (admiralophtha), 7 7 F v f#
3 (admiralvaccine) OERNMEFEMAH © ADaM Z S 3 72D IC LB HEEE 2 12
LT3,

admiralonco: https://pharmaverse.github.io/admiralonco/main/index.html

admiralophtha: https://pharmaverse.github.io/admiralophtha/main/

admiralvaccine (FAFH) : https:/github.com/pharmaverse/admiralvaccine

rtable
T =2 LIREOIRIBICEE L CHIIT 5 RNy 7=,
https://insightsengineering.github.io/rtables/main/

tern

FHROMETE LM (BEXME. [BRSHT. aiT. EFRETE) %5
fT92 Ry 7=,

https://insightsengineering.github.io/tern/latest-tag/

teal
Rshiny @7 7V 77— a V2V A -+ 2 RNy 77—,
https://insightsengineering.github.io/teal/latest-tag/



https://www.r-consortium.org/blog/2022/12/07/update-successful-r-based-package-submission-with-shiny-component-to-fda
https://www.r-consortium.org/blog/2022/12/07/update-successful-r-based-package-submission-with-shiny-component-to-fda
https://pharmaverse.github.io/admiral/cran-release/index.html
https://pharmaverse.github.io/admiralonco/main/index.html
https://pharmaverse.github.io/admiralophtha/main/
https://insightsengineering.github.io/tern/latest-tag/
https://insightsengineering.github.io/teal/latest-tag/

logrx
R7a 77 L0FETu s 7 7 ANVEERTZ2RAY =,
https://pharmaverse.github.io/logrx/index.html

xportr

R data frame JE=X® ADaM < SDTM %, xpt 7 7 4 MICAEHaT 2 RN v 7 —
Y, xpt 7 7 A A~DEHEREIC SAS ver.5 Bk 0B ICHIG L TW B 2D
Fzv7biT9,

https://atorus-research.github.io/xportr/

% SAS ver.5 Bk B o Ef
https://documentation.sas.com/doc/en/pgmsascdc/9.4_3.5/movefile/n1xbwdre

Ogiahfn11c99yjkpiZyb.htm

E DTN
1) Pharmaverse

https://pharmaverse.org/charter/

R validation Hub

M OMFIERIEICHE T2 R OEASIRZ HIY L Lz, BN b OSIN#E T

WENHET, R ZEKBHFEO D ICHHAT L, R Xy 7y =Y %FHHEN
(statistical / non-statistical) . X v 7 F v 2P, 2 I 2 =7 4 OFARIEZITTICY

ARV THARX Y PTEHECT, ZOFEEEZFHMMGL, Sy F—Y oM - AP, Y

27 BEHIEE 2 L 207 VARG I T v B,

223 3CHR

1) R Validation hub
https://www.pharmar.org/
A RISK-BASED APPROACH FOR ASSESSING R PACKAGE ACCURACY
WITHIN A VALIDATED INFRASTRUCTURE
https://www.pharmar.org/white-paper/
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https://atorus-research.github.io/xportr/
https://documentation.sas.com/doc/en/pgmsascdc/9.4_3.5/movefile/n1xbwdre0giahfn11c99yjkpi2yb.htm
https://documentation.sas.com/doc/en/pgmsascdc/9.4_3.5/movefile/n1xbwdre0giahfn11c99yjkpi2yb.htm
https://pharmaverse.org/charter/
https://www.pharmar.org/
https://www.pharmar.org/white-paper/

2. OSS % AZRRFBCTHAT 5 L TOFRE

FDA ° PMDA & o 72284/ IE, #ARHFEZ HHY & L 72BRRER T — 2 04047,
ZDT =RV AV MR IZEFICENT, FFEOY 7 by =T 2FHT 2HZHRKL
T, TODFAIHATEY 7 by o 7 O@ERITHFFEEICERLNLTED, OSS %K
HFEHE LCRIAT 2 2L dfEAVWEEZ LN S, OSS FThE CAZHABERICL
CHWBbRTE 7z SAS ®° SPSS L H L, 2 —¥pHBICEMTE, A3 2 HE
I HRENBR O E D T, FEEAR T 2T I v Il LE L Lav 0SS b &,
JCHDIRD AN LB EZ 6N, LAL, HHEDOEIKIC, HEHETY 77 =7 Dt
B (WX 27501, TS ROEEME) 2T 5720 OWMGHEE %2 T 2 LEH2H
D, ZOFIELHEROCE» KD LS (ICHE9 [5.8 Integrity of Data and Computer
Software Validity] V), OSS ZFfIH T 2546 TH > CHRKONIEHBHLETH 5,

—RIIC, 2o DEHEEOERICIE, LT OIHH 2 {RGET 5 72 ® O FIE-CHE R0 G L &
NTVLRERD B,

Accuracy (f55#1%)

Reproducibility (FFHE)

Traceability GEBFA]REM:)

Traceability ICBIL Cld. F— 2270277 ABMEE S NT WL BIRITY 27 L2, ZOHD
O NFHFNEICHE S FIC L VA I NS S D D723, Accuracy 1B L Tl 7z & 2]
7 FIECFTAE R AR O MERIEAEM I T TH, EHTICEH L 72 OSS ofsfat: 24K
JE, 2 o R OBEEAERS DN S Z LiC7 b, 72, Reproducibility IZ 3> T
1T, fEATREER L e ZRUCHIFI XN OSS DN — 2 5 v SEER X . AR B A AT
RERN—a v iR 2080 H 5, UBDOETIZ, R OFH|%ZITIC Accuracy %
Reproducibility {3~ < . OSS &% Z O HEIC O W THENT 5,

EPUIN
1) ICHE9
https://www.pmda.go.jp/files/000156905.pdf

2.1 i%ﬂ%%a“z@%fi

HGRHEE T R #FHT 2BUIRTRO & 7 r v R1cE 173 SOP 2 NIcHE L 2 FEFIE
%@*ﬂmwz\%a %,

F72. ROFHBREICEWTZ 7Y P —"—%FHT 27 -2 b2 TE Y, 2o
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X7 59 K — 8 — O EERE % IT 5P CHEf 3 2 DA B 5,
B EFOEHOEHICE NI, HHLZRBIVR ANy TF =YD=V a3 vOE
JEDOFERDBE L 700 Z OEREKFHI LRI L 725,

22 RoN—=2 3V EE

RIIAEHHICAN—=Y 2 v T v 7E % 728, Reproducibility DHELRD 7z 1 id, Ainl &
b CSR N2> LAKGEHGEIS T TR B LA =Y a vEAHT2008%EE Ly, L
LS, ffl 4 @ CSR i 2> b AGRHE £ CoOWRIZ, RWb TR 10EMELH O, %
DENCAMEERD Y V) =2 ~DHIGR, BT R Xy 7=V eDA=YavDIRTy T
RNy 7 =R LTHHTS2 ROAA—Ya vAETETCSRBRTER ) Lo 2[E
PRAET L, 207D, CSRGHIRFEDO R EZD R Xy 7=y ONN=Yavdwy b &,
RN IS 2 D EHFH I N2 R D= av e, ZRIECHIELEZR Ay TF =YD=V g v D
v b EREBHER T A HERDH Y, N TD Ny 7 — P OF AT I HEMEIC 7 B RE DS
4T 5, COMERIENT25EL LT ROAN— g VicHd 38ikL RS b Y 2ER
4 % J71%2% Posit (IH RStudio) @ websiteIC THEMINTWB, AEMIC LY, FFEA—
a VD RIEWT DL, X Fr—VOEHB v IARbDICRY), Ry TF—VY D=V g
YTy TS WG AREIC 7R B

23 3Tk
1) Posit
Reproducible Environments

https://solutions.posit.co/envs-pkgs/environments/

23 Ry or—ronN—o 3 0 ER

IZIETRTCDO R ANy 7=V R Xy 7=V 2HHLCEh, 2o oMK
Xy ir— 2 DARTFRARR & FEIXIL S, CRAN @ website IC1E, &% Ry 77— DIKTFRARIC
DWTHRIEHIN TV B,

HHDO R Sy 7=V %4 VAP —AT 25, MBHNOEENHEHEICIEL W R Sy
F—VOEEL AN—Y a v ERET 2720 C1E, RSy 7 — DR O 8 7 i AEBR % PR
L. ELWA=Y a v FHT 2 BEETHY, A= a v LIKFRGRZET 2 C
ET, R7u 77 LOETHEOHHMELZHERTEZ 2, LEALAEYEL, XD RNy 77—
POR=Vavk KFEERODLZR AT =V DNV a v IR LEET S
k. MHICOEMAF B HEL 72 5,

KIETIE, A=Y a VEHOFEE LT, RSy 7=y 0=V a vEREFE L GERS
LHEE, NV TF A=Y a VY TR TV EEHRLOOY, Yuy 27 VNT—HLT
RNy =V o=y aviflio GERT 2 5ELERTREFHCOWTHENT %,
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https://solutions.posit.co/envs-pkgs/environments/

231 Ry IT—YONR=2 3 v Z2EEL CGEAYT 255

Hl—7vYz7 PHICEWTEHEATT w27 I v 72 KT 5 -0 3R
TR B, £, HEBEIC Ay r =YD=V a v Ty TEEML VD, A=Y a VE
HZEMLI NG, 2770, SHBICA—Yavy Ty 72 LAanky, BEEGHORER, K
HIGDANZITHIE L T Wi EOREERRKET 5, 61T, BEENN—Y a vhr b
=V a v Ty THRBEIC RS GEIT, Ny r =V ORFBIROBIEFICX b, Kitin A
VTIF VAR BRET LR D H L Z0FEE L2,

232 Ry —VHETALFNA—V 3V TERATEHA

CAFR=L gDy T =V PHEEL TS 7 — AT, "renv’? &\ ) BEEE &
TAHRZLRTE S, "renv’ & T Posit (JH RStudio) 23fFHE L T3 R Sy 7 —VEHD 72
WDy —ITHY, N=Ya VORI RNy T =V EREHTLILERTE S, "renv”
WK R AT =V DRN=Ya v XD R ANy TV RRUSTE 20 Y — 22508k T %
TENRTZL, TNOHLDOHEHRICI YV, BFETue 27 PO RNy =V R[] 7T0y 27 b
CCHIRT 22N TES, 72720, T LD renv’ OIERED A CHIIMEZ IR TE 3R
T, FEITRETH LA L —T 4 VY AT LHNOMD 3 v F—% v} (Windows
VAT LNy =Y, RO VAL TE) IKFELTEY, £, FERHICHICT ey 27
MEKFBR DS 2 —H D RNy 77— UM TE %2 < 72 b CRAN 2 b FERAVICHIFR X
naAReEtEd » 5,

23R
1) CRAN
https://cran.ism.ac.jp/web/packages/index.html

2) renv

https://rstudio.github.io/renv/articles/renv.html

24 RISy == A0 b

R Ny r—VAKIHECOHBICHA T2 2 Ltk 2720, ZomEoHERITEE
B L 725, CRAN TAR I TWE RSy 7 — ik, BUAARTIC Sy 77—V D7 X AT
DUTWDEH, BTONTRHI N TS LITRS v, 7264 7% repository D—2T
H25 GitHub D% KD R Ay F—UBRFAINTV L2, NAEDL Y a— I3 fThbiitTw
AN

WA IN Xy r =Y OT7 v 77— bOEEAMERT 5720101,
update.packages()° old.packages) 2~ v FZ 2 Z & T, @I ON—Ya v~DT v 7
T Ty 7T bARERGE Ny U R ERT 5 Z KD,
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https://rstudio.github.io/renv/articles/renv.html

CRAN (2%, #720,000 8 D RSy 7 =Y BRI N TEHEY, 2D —EH CRAN O
7 _R—=Y FICARX T 5 (2022 4F 12 AKER), CRAN Taskview Tld, FfED P vy
7 BT 2 CRAN ED Sy 7 =i onTHA XV ZABREEINTE D, N4 TR
BN, BYBER D ey ZiIconThEEooNTwS, HL, gl T3 R
Ny =BT LOEYTH LRI A VHICEET 2 LELDH D, 72, Posit (IH
RStudio) @ website I CRAN TABHINTWAE RNy 77—V Db, —fREITERAZ D
DOBAEFTETE L LR T WS,

23R
1) CRAN
https://cran.r-project.org/
2) Posit
https://posit.co/
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EHIBHEEL 723, RIETIIHEE LS 2 EHEHEIC O WTEHEH L 72,
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® T 4 2T 2
NN T 4 ZETIZL T D 2 2D use case BLX UL R ANy 7 —2 DY 2 7Tl FHED 7=
EHAHE L > TWB,

use casel : HE#¥ED R Ny 7 — P ¢ LCEHKGHFEOBEELECEHIN, 77y F 7+
—LETTLA VAT —LENELD
use case2 : FFEDO TR Y 2 7 P DATHEHEINEI R ANy 7 —

Ry 7=y DY R 77O TliE, Rvalidation Hub D25 icHoW/zF v 7 U R
FAHEINTEY, RO FAHTEEZR ANy =V %EIV R, FY R HIRAZD3
BREICHBEL T %, BEECH 20 R Ny 7=V IC oW TR THE Y 27 &40
N7z b DI TRIFEARAAR & LT 5,
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BYRZFE72EFHY R EFHINZ R Ny 7=V IO TRRGEEEEZAE L L, IT
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BREL 5,

use case2 DI H
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EHAIHBEROBEM LT ORDOEY &7 5,

IR FIHAREZR R ¥y 7 — U538
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R ¥y & — VMG 1E RStudio 23 L -C\» 3 Shared Baselines® D FiEICHE- T 5,
ZOFEIZ. ETCORAHLI—FIHEBELEZR ANy 77—V DA v 2 b — VBRIE
BEHT 2 HETH Y, EHNICERBEOHETIBA{TON T3,

23R

1) A RISK-BASED APPROACH FOR ASSESSING R PACKAGE ACCURACY WITHIN A
VALIDATED INFRASTRUCTURE
https://www.pharmar.org/white-paper/

2) Case Study: R Package Risk Assessment at Novartis
https://github.com/pharmaR/case_studies/blob/main/Novartis_Rpkg_validation_2022
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https://www.pharmar.org/white-paper/
https://github.com/pharmaR/case_studies/blob/main/Novartis_Rpkg_validation_20220509.pdf

0509.pdf

3) Case Study: Risk Assessment of R Packages at Merck KGaA/EMD Serono
https://github.com/pharmaR/case studies/blob/main/Merck KGaA Rpkg validation
220202.pdf

4) External R Package Qualification Implementation at Merck: Case Study using
GGally
https://github.com/pharmaR/case_studies/blob/main/External%20R%20Package%20
Qualification%20Implementation%20at%20Merck.pdf

5) Shared Baselines

https://solutions.posit.co/envs-pkgs/environments/shared/
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https://github.com/pharmaR/case_studies/blob/main/Merck_KGaA_Rpkg_validation_220202.pdf
https://github.com/pharmaR/case_studies/blob/main/Merck_KGaA_Rpkg_validation_220202.pdf
https://github.com/pharmaR/case_studies/blob/main/External%20R%20Package%20Qualification%20Implementation%20at%20Merck.pdf
https://github.com/pharmaR/case_studies/blob/main/External%20R%20Package%20Qualification%20Implementation%20at%20Merck.pdf
https://solutions.posit.co/envs-pkgs/environments/shared/
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https://github.com/rstudio-education/master-the-tidyverse
https://github.com/rstudio-education/master-the-tidyverse
https://posit.co/resources/videos/
https://r4csr.org/index.html
https://r4csr.org/index.html
https://www.coursera.org/specializations/jhu-data-science?utm_source=gg&utm_medium=sem&campaignid=380484307&adgroupid=71799650636&device=c&keyword=coursera%20data%20science%20courses&matchtype=b&network=g&devicemodel=&adpostion=&creativeid=354998379049&hide_mobile_promo&gclid=EAIaIQobChMI16GvucbB9gIVRkKGCh329QwGEAAYASAAEgILDfD_BwE#courses
https://epirhandbook.com/jp/index.html
https://www.cdisc.org/events/webinar/pre-admiral-hackathon-workshop-introduction-r-sas-programmers
https://www.cdisc.org/events/webinar/pre-admiral-hackathon-workshop-introduction-r-sas-programmers
https://bayer-group.github.io/sas2r/index.html

1) Merck & Co., Inc. Jeff Cheng et al., PharmaSUG 2022 - Paper SI-055 "Implementing and
Achieving Organizational R Training Objectives"
https://www.lexjansen.com/pharmasug/2022/SI/PharmaSUG-2022-SI-055.pdf

2) Chugai Pharmaceutical Co., LTD. Taku Sakaue et al., PHUSE Japan Single Day Event

2022 "Introduction to an example of R usage"

https://phuse.s3.eu-central-
1.amazonaws.com/Archive/2021/SDE/APAC/Virtual%20-%20Japan%20Winter/PRE

_Japan04.pdf
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https://phuse.s3.eu-central-1.amazonaws.com/Archive/2021/SDE/APAC/Virtual%20-%20Japan%20Winter/PRE_Japan04.pdf
https://phuse.s3.eu-central-1.amazonaws.com/Archive/2021/SDE/APAC/Virtual%20-%20Japan%20Winter/PRE_Japan04.pdf
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