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- SAS | R

data b; # BRI BFIREHEIE a

set a; a <- data.frame(

Name_trimmed = strip(Name); /* Z£F& Name FERRIFEIZE ID =1:3,
1 */ Name = c¢(" John Doe ", " Jane Smith ", " Alice Johnson ")
run; )
proc print data=b; # KPR Name FIFRIHIS
run; aSName <- trimws(aSName)

# BEGER
print(a)

o B HAEFRLE R
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cdisc

R

data b;
set a;

/* (EF8 CATX() RENER=FRTER, IBEDIRET */
FullName = catx(' ', FirstName, LastName); /* {ERRIE{ESN
DIREF */

/* {£/ CATX() RENEREFRre, 1IBEESTITR AR
T/

FullNameComma = catx(', ', FirstName, LastName); /* {SEF31E2
ST E AR */

[* BEfEEE, ANoRET */
FullNameNoSpace = catt(FirstName, LastName);
run;

proc print data=b;
run;

# NBIETHEAE a

a <- data.frame(
ID =1:3,
FirstName = c("John", "Jane", "Alice"),
LastName = c¢("Doe", "Smith", "Johnson")

)

# {5 paste() 1&EHZ FirstName F0 LastName
aSFullName <- paste(aSFirstName, aSLastName)

# {55 paste() 1&EHZ FirstName F0 LastName, HLUESH0
SRS I
aSFullNameComma <- paste(aSFirstName, aSLastName, sep

# (5 paste0() BIZERE (RETIR)

aSFullNameNoSpace <- pasteO(aSFirstName, aSLastName)

H EEGS
print(a)

B HAEFRLE R
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=
> # HEEER
= printial

ID FirstName LasthName Fullname FullnameComma FullNameNoSpace
1 1 John Doe John Doe John, Doe JohnDoe
2 2 Jane smith Jane smith Jane, Smith Janesmith
3 3 Alice Johnson Alice Johnson Alice, Johnson Alicelohnson
e

o B AW ETHAET R
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ORAS™ R

data b; # IFRTEREE
set a; names <- ¢("John Doe", "Jane Smith", "Alice Johnson")
/* ™BFRFER */
Name = "John Doe"; # {5 strsplit() IR 28

split_names <- strsplit(names, split="")

/* {3 scan() IR FFFER */
FirstName = scan(Name, 1, '"); /* IBEE—1EE (BF) # BEER

*/ print(split_names)
LastName = scan(Name, 2, '"); /* I2BENE_1MEHI1E ()

*/

run;

proc print data=b;

run;

(SRS R & R
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- R
data b; # NBIBHRETE a
set a; a <- data.frame(
ID =1:4,
/* (558 input() =8 Score HHRAEUEERY */ Score = ¢("85", "90", "78", "88"),
Score_numeric = input(Score, 8.); Grade = factor(c("1", "2", "3", "2"))

)
/* ANER Grade BFFTEIZTE, ATLIA input() FHBIR AR

7Y */ # (5 as.numeric() EF=FEFNEFEIEHEE R EHERY
Grade_numeric = input(Grade, 8.); aS$Score <- as.numeric(aSScore) # IEFZFRFEY Score E5HE N

run; s

aSGrade <- as.numeric(as.character(a$Grade)) # K &5
proc print data=b; FREEEAEE
run;

HEEGER

print(a)

(SRS R & R
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L R
data iso_format; # %5 lubridate 8, (MR HERLE)
set parsed_date; # install.packages("lubridate")
/* 2B, B. H. /NESF0oE */ # INZK lubridate £
Year = put(year(date_obj), 4.); library(lubridate)
Month = put(month(date_obj), z2.); /* B AMAIEL, H z2.
B0 */ # I BERF 5 e
Day = put(day(date_obj), z2.); /* HERARMIZEL, BB 22. 18 dates <- ¢("18-05-2021 10:10", "2021/05/18 10:10 AM",
It */ "May 18, 2021 10:10")
Hour = put(hour(date_obj), z2.);
Minute = put(minute(date_obj), z2.); # {5 parse_date_time() FEATZFPHERFEZC
/* 3Rk 1S0 8601 &L */ date_objs <- parse_date_time(dates, orders = c¢("dmy HM",
iso_date = catx('T', catx('-', Year, Month, Day), catx(":', Hour, "vymd HMp", "b d, Y HM"))
Minute));
/* ki 150 8601 &=, */ # {558 format() ¥&#2.9 150 8601 18T,
format date_obj datetime20.; iso_dates <- sapply(date_objs, function(x) format(x, "%Y-
run; %mM-%dT%H:%M"))
proc print data=iso_format; #tBEE
run; print(iso_dates)

B HAEFRLE R
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e R
data b; # INZx dplyr &
set a; library(dplyr)
where Age > 25; /* gt Age AT 25 8917 */
run; # NBIETEAE a
a <- data.frame(
proc print data=b; ID = 1:5,
run; Age = c(25, 30, 22, 28, 35),

Weight = ¢(70, 80, 65, 85, 60)
)

# {5 F filter() i1k Age KT 25 BY1T
filtered _data <- a %>%
filter(Age > 25)

# BEER
print(filtered_data)

o 18 5 89 16 AT S 5+ 5
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data a_with_category;
set a;
if Age > 30 then Category = "OId";
else if Age > 25 then Category = "Middle-aged";
else Category = "Young";
run;

proc print data=a_with_category;
run;

R

cdisc

B EiEils

ClinFunction

# NBIETHEAE a
a <- data.frame(

ID=1:5,

Age = c(25, 30, 22, 28, 35)
)

# {S5FH ifelse() BUEEFTH! Category
aSCategory <- ifelse(aSAge > 30, "OId",
ifelse(aSAge > 25, "Middle-aged", "Young"))

# BEER
print(a)

B HAEFRLE R
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e R
data b; # INZx dplyr &
set a; library(dplyr)
Height = 1.75;
if ID = 2 then Height = 1.80; # TNHESHETE a
if ID = 3 then Height = 1.68; a <- data.frame(
ID=1:3,
/* itE BMI FEIEFTTE */ Age = (25, 30, 22),
BMI = Weight / (Height ** 2); Weight = ¢(70, 80, 65)
run; )
proc print data=b; # {S5FH mutate() = I0F5! BMI
run; a<-a%>%
mutate(Height = ¢(1.75, 1.80, 1.68), # i/ Height %!l
BMI = Weight / (Height » 2)) # it BMI (&
# BEE
print(a)

o 18 5 89 16 AT S 5+ 5
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ORS™ R
proc sort data=a out=b; # IN&EL dplyr &
by Age descending Weight; /* i Age FHE, BH& Weight library(dplyr)

B */

run; # BIESHETE a
a <- data.frame(

proc print data=b; ID = 1:5,

run; Age = c(25, 30, 22, 28, 35),
Weight = ¢(70, 80, 65, 85, 60)
)

# {55F arrange() X¥ Age BT FHEF
sorted _data <- a %>%

arrange(Age, desc(Weight))
# BEER

print(sorted_data)

o B HAEFRLE R
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/* {3 merge F in= IHO)RKIZEE */
data common;
merge a(in=in_a) b(in=in_b);

by ID Value;
if in_a and in_b; /* REREATEMNEHREFEFERYT */
run;

proc print data=common;
run;

B EiEils

R

cdisc

# NBIESHETE df1 70 df2
dfl <- data.frame(

ID=c(1, 2, 3, 4),

Value = c("A", "B", "C", "D")
)

df2 <- data.frame(

ID=c(3, 4,5, 6),

Value = C(IICII’ "D", IIEII’ IIFII)
)

# (£ intersect() $EIHER1T

common_rows <- intersect(df1, df2)

# EEER

print(common_rows)

ClinFunction
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/* {§F3 PROC sQL TSR */
proc sql;

create table merged as

select a.*, b.Age

from a

left join b

on a.lD = b.ID;
quit;

proc print data=merged;
run;

R

cdisc

B EiEils

# Nk dplyr &
library(dplyr)

# INBIEHEAE a #0 b
a <- data.frame(
ID=1:5,
Name = c¢("John", "Jane", "Paul", "Kate", "Tom")

)

b <- data.frame(
ID=c(2, 3,5, 6),
Age = ¢(30, 22, 35, 40)
)

# 55 left_join() BHTAIERE
merged_data <- a %>%
left_join(b, by = "ID")

# BEE
print(merged_data)

ClinFunction

B HAEFRLE R
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/* IEEESS a */
data a;
input ID Year_2020 Year_2021 Year_2022;
datalines;
1100 150 180
2 200 250 280
3 300 350 380

Vi

run;

/* {88F3 PROC TRANSPOSE & S A& TVAR A /I IIE L, */

proc transpose data=a out=long_data;

by ID; /* {REE ID ZE */

var Year_2020 Year 2021 Year 2022; /* #2951 */
run;

proc print data=long_data;
run;

R

cdisc

# NBIETHEAE a

a <- data.frame(
ID =1:3,
Year 2020 = ¢(100, 200, 300),
Year 2021 =¢(150, 250, 350),
Year 2022 =¢(180, 280, 380)

)
# {8£F pivot_longer() R EEISTURRIR/IIIBTU

long_data <- a %>%
pivot_longer(cols = starts_with("Year"),
names_to = "Year",
values_to = "Value")

# BEE
print(long_data)

B HAEFRLE R
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R R44.1 - D:/ClinFunction/R/SARIS/1231/11x-statpr/testdir/program/sdtm_r/
> long_data <- a %%

+ pivot_longer(cols = starts_with("vyear"),
_ : _ + hames_to = '"Year",
R R4.4.1 - D:/ClinFunction/R/SARIS/1231/11x-statpr/testdir/program/sdtm_r/ " "
- - - - - + values_to = "value")
> a <- data.frame(
+ Ib = 1:3, > ,
+  Year_2020 = c(100, 200, 300), > # EELRE
+  Year_2021 = c(150, 250, 350), > print(long_data)
: , Year_2022 = c(180, 280, 380) # A tibble: 9 x 3
> print(a) ID Year value
ID Year_2020 Year_2021 Year_2022 <int> <chr> <db >

% % %88 %gg %gg 1 Year_2020 100
3 3 300 350 380 1 Year_2021 150
> 1 Year_2022 180

2 Year_2020 200

2 Year_2021 250

2 Year_2022 280

3 Year_2020 300

3 Year_2021 350

3 Year_2022 380

o B HAEFRLE R
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—
%macro square_vars(ds_in, ds_out);
/* QIR ETRSE, FORBEEE */
data &ds_out.;
set &ds_in.;

array nums[*] _numeric_; /* EX— 1 HEESFBEE

28 ¥/
doi=1todim(nums);
numsli] = numsli]**2; /* FENZEFXT */
end;

drop i; /* MHIPREEBIT = i *

run;
%mend;

/* AR EHEERNE N SUEREH T BE */
%square_vars(a, b);

proc print data=b;
run;

cdisc

R
# 5B
text_list <- list(
c("Hello", "world"),
C(lIRIl "n: ll' llgreatll)’

c("Learning", "sapply")
)

# (£ sapply() ITEBNFHEAIKE
lengths <- sapply(text_list, function(x) nchar(x))

# EBGR
print(lengths)

B EiEils

ClinFunction
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SRS R

PROC IMPORT DATAFILE="data.xIsx" # 152N Excel M RFESCEIRIZUEE
OUT=a data_range <- read_excel("data.xlsx", sheet = 1, range =
DBMS=xlsx "A1:C10")
REPLACE;
SHEET="Sheet1"; /* {8 L{EZ */ # BELER
GETNAMES=YES; /* 3REN%!%] */ print(data_range)

RUN;

proc print data=a;
run;

o B HAEFRLE R
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@] (J » -+ ClinFunction > R > SARIS > 1231 > T1lix-statpr > testdir > program > sdtm_r > 1E sdtm_r FhiSER
N HE ~ = &8 -
& ) G s
" bk 2024/11/1017:22 e
2024/11/10 17:26 R RSz
-] emR 2024/11/10 10:44 R JESZi
= coR 2024/11/10 10:44 R JESTi4
] dmR 2024/11/10 10:44 R JESZH
o] dsR 2024/11/10 10:44 RIRSCHF
] dv.R 2024/11/10 10:44 R BSZi
] ecR 2024/11/10 10:44 R RSz
-] egR 2024/11/10 10:44 R JESZi
] exR 2024/11/10 10:44 R JESTi4
lieR 2024/11/10 10:44 R JESCH
=] init.R 2024/11/10 16:47 RIRSCHF
=l bR 2024/11/10 10:44 R BSZi
=1 mb.R 2024/11/10 10:44 R RSz
-] mh.R 2024/11/10 10:44 R B
) pcR 2024/11/10 10:44 R JESTi4
| peR 2024/11/10 10:44 R JESTH
] gs.R 2024/11/10 10:44 R BT
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] scR 2024/11/10 10:44 R RSz
] seR 2024/11/10 10:44 R B
] svR 2024/11/10 10:44 R JESIi4
] taR 2024/11/10 10:44 R JESCH
] teR 2024/11/10 10:44 R RS

& 4 & K



B SDTMZFES - AEHE cdisc

@ zeR ]

D: » ClinFunction > R > SARIS > 1231 > 11x-statpr » testdir > program » sdtm_r > @ aeR

1 # GIAVeEEHERURIREL

2 source("init.r")

3 library(haven)

4 librar‘y(r‘eadxl}cl

5 library{dplyr)

6

7 ¢ [EBEEFOE arel EOEE

8 aec <- read_sas(file.path(raw_dataset_path, "AECODE.sas7bdat"))

9 dm <- read_sas(file.path(sdtm_dataset_path, "DM.sas7bdat"))

18 AERL <- aec ¥»% left_join(dm, by = "SUBJIID") %»% mutate(DOMAIN = "AE™)

11

12 # [BEE Ace2 ERlE, SesFatamy

13 AEB2 <- AEB1 ¥>%

14 rename

15 AETERM1 = AETERM,

16 AESER1 = AESER,

17 AEACN_ = AEACN,

18 AEREL1 = AEREL,

19 AEOUT1 = AEOUT,

28 AESTDTC1 = AESTDTC,

21 AEENDTC1 = AEENDTC

22 ) ExE

23 mutate(

24 STUDYID = PSTUDVID, # STUDVID [lj

25 AESPID = RECREP,

26 AETERM = trimws(as.character(AETERM1)),

27 AESER = ifelse(AESER1 == "B, "B". "BH".

28 AEACH = trimws(as.character(AEACH_)),

29 AEACNOTH = apply(select(., AEACN1, AEACN2, AEACN3), 1, function(x) paste(na.omit(ifelse(x == '1', c('[~F¥EUERE', 'BMIiE', 'EfSEF ) [which(x == '1')], NA)), collapse = '+')),
38 AEREL = trimws(as.character(AEREL1)),

31 AEQUT = trimws(as.character(AEOUT1)),

32 AEPRESP = ifelsa(AENYN == " =

33 AESCONG = ifelsa(SAE3 == "B

34 AESDISAB = ifelse(SAE4 ==

35 AESDTH = ifelse(SAEl ==

36 AESHOSP = ifelse(SAES ==

37 AESLIFE = ifelse(SAE2 ==

38 AESMIE = ifelse(SAE6 ==

39 AESTDTC = ifelsa(!is.na(AESTDTC1) & !is.na(AESTTIM), paste(AESTDTCA, AESTTIM, sep = 'T'), AESTDTC1) %% na if('T"),
40 AEENDTC = ifelse(!is.na(AEENDTC1) & !is.na(AEENTIM), paste(ifelse(grepl('UK', toupper(AEENDTC1)), gsub('UK', "-', toupper(AEENDTC1)), AEENDTC1), AEENTIM, sep = 'T'), AEENDTC1) #%>%
11 na_if('T") X»% na_if("----- "),

42 RFSTDTC_d = sapply(strsplit(RFSTDTC, 'T"), “[7, 1),

43 AESTDY = ifelse(nchar(AESTDTC1) == 18 & nchar(RFSTDTC_d) == 18,

44 as.Date(AESTDTCL) - as.Date(RFSTDTC_d) + as.integer(AESTDTC1 >= RFSTDTC_d), NA),
45 AEENDY = ifelse(nchar(AEENDTC1) == 18 & nchar(RFSTDTC_d) == 18,

46 as.Date(AEENDTC1) - as.Date(RFSTDTC_d) + as.integer(AEENDTC1 >= RFSTDTC d), NA),
47 AELLT = trimws(as.character(LLT_Nama)},

Lo e A 55 5 K
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@ zeR ]

D » ClinFunction > R » SARIS » 1231 » 11x-statpr > testdir > program » sdtm_r > ® aeR
13 AE@2 <- AEQL #>%

23 mutate(

57 AESOC = AEBODSYS,

58 AESOCCD = AEBDSYCD

59 ) >R

68 filter(!is.na(AETERM) & AETERM != "")
61

62  # [pEE Ace2_Ep

63 se <- read_sas(file.path(sdtm_dataset_path, "SE.sas7bdat"))
64  AE@2_EP <- AEB2 X%»X%

65 left_join(se, by = "USUBIID", suffix = c("", ".se")) ¥>X%

66 arrangs(USUBIID, AETERM, SESTDTC, SEENDTC) >%

67 group_by (USUBJIID, AETERM) %>%

68 mutate(

69 is_last = row_number() == n(),

78 EPF = case_when(

71 is_last & (!is.na(SESTDTC) & AESTDTC1 »= SESTDTC & AESTDTCL <= SEENDTC) ~ "Y',
72 EPOCH == '[Ei%EE' & AESTDTC1 <= SEENDTC ~ 'V',

73 SESTDTC <= AESTDTC1 & AESTDTCL < SEENDTC ~ "Y',

74 TRUE ~ MA_character_

75 )

76 ) EE

77 filter(!is.na(EPF)) #»%

78 ungroup( ) %»%

79 arrange(USUBJID, AETERM, AESTDTC1, SESTDTC, SEENDTC) %»%

8@ distinct(USUBJIID, AETERM, AESTDTCL, SESTDTC, SEENDTC, .keep_all = TRUE)
81

82 # [BEFESTEL 4R AESEQ

83 ae <- AE@2_EP #>%

84 group_by (STUDYID, USUBIID) %%

85 mutate(AESEQ = row_number()) X>X

286 ungroup( )

87

88 # Excel }

89 excel_data <- read_excel(vdt_excel_path, sheet = "AE", skip = 18) #»¥ filter( Mapping Action”™ == 'x')
ge

91 # FREGEBIEFIEY ae [REISEF)

92 ae <- ae ¥%»% select(all_of(intersect(excel_data% Variable Mame™, names(.))))

93

94 # [ =

95 ae <- ae %»% mutate(across(everything(), ~ {attr(., "label") <- excel_data$ Variable Label  [excel_data$ Variable Name™ == cur_column()}]; .}))
a6

97 # ENEFREFETA sAs BEESA] SAS Transport &

98 dir.create(sdtm_dataset_path, recursive = TRUE, showWarnings = FALSE)
99 write_sas(ae, file.path(sdtm_dataset_path, "a=.sas7hdat"))

188 write_xpt(ae, file.path(sdtm_dataset_path, "a=.xpt"))

181 cat("/EREREZ]: ", file.path(sdtm dataset path. "ae.sas7bdat™). "\n")

Lo e A 55 5 K
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Q] adslR 9 zeRr ae Q7 initR -
Filter
“ sTUDVID DOMAIN USUBJID AESEQ AESPID AETERM AELLT AELLTCD AEDECOD AEPTCD AEHLT AEHLTCD AEHLGT AEHLGTCD AEPRES
HSEmRR REES TR =S =R FREEHESET {EfRE EfEEn TS EEEEE =(inE EEEn =fEE EEEEn mE

1. 97777v03 A -5001 12 AEREEEEETS AEmEESEERS 10001351 | AEREESSEAS 10001351 | EFRETEESSH 10024689 | FHEERRS 10019808 2
2|« §03 | AE -5001 201 FeEmsEREERs FISEREESEERS 10003481 RNEEREESEERS 10003451 | EFRETIESSH 10024689 | FHEERRS 10019808 2
3¢ W03 AE -5002 1)1 EmE EmE 10021097 | {EROE 10021097 | MEEMESES 10057181 | IR EMEEFENNERER AR 10011954 2
4 ¢ §103 | AE 5002 oz EmE EmE 10021097 | {EROE 10021097 | MEEMESES 10057181 | IR EMEEFENNERER AR 10011954 2
5|¢ W03 AE -5002 33 EmE EmE 10021097 | {EROE 10021097 | MEEMESES 10057181 | IR EMEEFENNERER AR 10011954 2

6 ¢ W03 AE -5002 44 EmE EmE 10021097 | {EROE 10021097 | MEEMESES 10057181 | IR EMEEFENNERER AR 10011954 2
7| §03 | AE 5002 55 EmE EmE 10021097 | {EROE 10021097 | MEEMESES 10057181 | IR EMEEFENNERER AR 10011954 2

g ¢ W03 AE -5003 12 HEFAS ENEFIEmM 10011368 MENETHS 10005463  EFPEmEET 10038454 SlE. HFERSRERDR 10038362 =2

9 ¢ §103 | AE -5003 203 MEEATEIES MEETERS 10005364 | MEBLTEAS 10005364 EFRETLOESTIF 10024688 FEERRRS 10019809 | 2
10 W03 AE -5003 31 MEEATEIES MEETERS 10005364 | MEBLTEAS 10005364 EFRETLOESTIF 10024688 FEERRRS 10019809 | 2
1 ¢ W03 AE -5008 1)1 EmE EmE 10021097 | {EROE 10021097 | MEEMESES 10057181 | IR EMEEFENNERER AR 10011954 2
12 §03 | AE -5008 1)1 EmE EmE 10021097 | {EROE 10021097 | MEEMESES 10057181 | IR EMEEFENNERER AR 10011954 2
13 ¢ W03 AE -5008 oz EmE EmE 10021097 | {EROE 10021097 | MEEMESES 10057181 | IR EMEEFENNERER AR 10011954 2
14 §103 | AE -5008 3 4 EmE EmE 10021097 | {EROE 10021097 | MEEMESES 10057181 | IR EMEEFENNERER AR 10011954 2
15 ¢ W03 AE 5010 1)1 EmE EmE 10021097 | {EROE 10021097 | MEEMESES 10057181 | IR EMEEFENNERER AR 10011954 2
16 ¢ W03 AE 5010 oz EmE EmE 10021097 | {EROE 10021097 | MEEMESES 10057181 | IR EMEEFENNERER AR 10011954 2
17 ¢ §03 | AE 5012 1)1 EmE EmE 10021097 | {EROE 10021097 | MEEMESES 10057181 | IR EMEEFENNERER AR 10011954 2
18 W03 AE 5018 1)1 EmE EmE 10021097 | {EROE 10021097 | MEEMESES 10057181 | IR EMEEFENNERER AR 10011954 2
19 §103 | AE 5018 202 MEEATEFS MEETERS 10005364 | MEBLTEAS 10005364 EFRETLOESTIF 10024688 FEERRRS 10019809 | 2
20 ¢ W03 AE 5023 1)1 {EFRMmAE {EFRMAE 10021015 | {EFMmeE 10021015 SBFE=R 10036451 | RS R EAT AR 10014412 | 2
21 ¢ W03 AE 5023 202 F=ul =l 10002034 | &M 10002034 EMEMD (FRSE) 10002067  IEBMIES MR ESEEHS 10002086 =
22 ¢ §03 | AE 5023 33 F=ul =l 10002034 | &M 10002034 EMEMD (FRSE) 10002067  IEBMIES MR ESEEHS 10002086 =
23 ¢ W03 AE 5025 11 EEEiraEmrE EitEE 10036591 | = RS 10042602 EFE HEOEEE 10042600 LEEEEES 10007521

24 ¢ §103 | AE 5025 3 bt il ol bt 2 g 10005673 | EiEar SRR T EuER I 10029366  EFRSLHED 10047936 | MEEESKRE (GENR) 10018851 | 2
25 ¢ W03 AE 5023 3z finf=E s SRR 10047942 | SEHREHEEE 10047942 EFRSEHED 10047936 | MEEESKRE (GENR) 10018851 | 2
26 ¢ W03 AE 5023 4 4 F=ul =l 10002034 | &M 10002034 EMEMD (FRSE) 10002067  IEBMIES MR ESEEHS 10002086

27 | ¢ §03 | AE 5032 1)1 EmE EmE 10021097 | {EROE 10021097 | MEEMESES 10057181 | IR EMEEFENNERER AR 10011954 2
70 CAlNDCAAND AC [fa ] A i rin [ i rin = AnN1NNT | ddn [T 1NNIANNT | rin AT rin [T AnncT101 rin (TR TNt EE T DRAAin [C A8 TR A 1nntinca | B .
showing 1 to 28 of 80 entries, 35 total columns

Console  Terminal Background Jobs f—

R R44.1 . DyClinFunction/R/SARIS/1231/11x-statpr/testdir/program/sdtm_r/
TH2EESR: D:/ClinFunction/R/SARIS,/1231/11x-statpr/testdir/dataset/sdtm_r/ae.sas7bdat

o B HAEFRLE R



B SDTMZFES - AEHE cdisc

# [BISFA1TEL 4Rl AESEQ

ae <- AEBZ_EP X»%
group_by{STUDYID, USUBJIID) %>%
mutate{AESEQ = row number()) X»X

IEEH‘-H TR kY

excel data <- read excel{vdt excel path, sheet = "AE", skip = 18) ¥»>% filter{ Mapping Action™ == 'x')}

# PREREEBIEEE ae A

ae <- ae %»% select(all_of(intersect(excel_data$ Variable Name™, names(.))))

» R

ae <- ae %>% mutate(across(everything(), ~ {attr(., "label”) <- excel data$ Variable Label  [excel data$ Variable Mame™ == cur_column{)]; .}))

# ENUEGHREFEEA sas EEESEH sas Transport [EH
dir.create({sdtm_dataset_path, recursive = TRUE, showlarnings = FALSE)
write_sas(ae, file.path(sdtm_dataset path, "ae.sas7bdat"™))

L I v TR I o A I (R R W I L I L T O v T I o TR W BN - W R L% R
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DTMIZEFES - AEA)

cdisc

B

C D E F G H | J K L M N (@]
Specifications for AE Dataset

Protocol Number: SAL086A103

SDTM Dataset Description: FEEH

SDTM Dataset Structure: BN ERESHIATRSH—RCR

Program Name: AE sas

Creation Order: 4

Source Data Used: AE

Key Variables: STUDYID, USUBJID, AEDECOD, AETERM, AESTDTC, AEENDTC

Sort Order: USUBJID, AESEQ

Content

Domail Variabl Variable N: Variable Label Tv| Leng™ |Role Cor Controlled Origin CRF|Pag Mapping Raw Variable or Hardcode Mapping Rule Programmer Notes CDISC Notes

~ |order | N - - - - Terminology  |No 7 |Action 7 ||value -

AE 1 STUDYID MRS Char Identifier Req Protocol X "SAL0OB6A103" Unique identifier for a study.

AE 2 DOMAIN EES Char Identifier Req AE Assigned X "AE" Two-character abbreviation fi

AE 3 USUBJID FEA R Char Identifier Req Derived X SDTM.DM.USUBJID #{E5SDTM.DM USUBJID Identifier used to uniquely ide
studies for all applications or
product.

AE 4 AESEQ EE Num Identifier Req Derived X BT EHF, AT USUBJIDSERMFIEMFETIS . Sequence Number given to e
records within a domain. May

AE 5 AEGRPID AAHID Char Identifier Perm NA Used to tie together a block ¢
domain for a subject.

AE 6 AEREFID ZEID Char Identifier Perm NA Internal or external identifier ¢
SAE reporting form

AE 7 AESPID BEVYIRRS Char Identifier Perm Assigned X phEa=1 Sponsor-defined identifier. It
CRF as an explicit line identif
operational database. Examp
Events page

AE 8 AETERM FEEHBRSER Char Topic Reg CRF 90 X FREHTE, FREESHER Verbatim name of the event

AE 9 AEMODIFY &1538 Char Synonym Qualifier Perm Assigned NA If AETERM is modified to fac
will contain the modified text

AE 10 AELLT {ERGE Char Variable Qualifier Exp MedDRA Assigned b3 AECODE.LLT NAME A iE Dictionary-derived text descr
Term

AE 1 AELLTCD RGBS Num |8 Variable Qualifier Exp MedDRA Assigned X AECODELLT CODE R iEED Dictionary-derived code for t

AE 12 AEDECOD IVEREER Char Synonym Qualifier Reg MedDRA Assigned x AECODE PT_NAME AR AR Dictionary-derived text descr
AEMODIFY. Equivalent to the
MedDRA). The sponsor is ex
dictionary name and version
the define xml external codeli

AE 13 AEPTCD EEIERD Num |8 Variable Qualifier Exp MedDRA Assigned X AECODE.PT_CODE HikiEED Dictionary-derived code for t

AE 14 AEHLT s Char Variable Qualifier Exp MedDRA Assigned x AECODEHLT NAME BAIE Dictionary-derived text descr
for the primary System Orgal

AE 15 AEHLTCD BhnEtEe Num |8 Variable Qualifier Exp MedDRA Assigned X AECODE HLT_CODE EUEED Dictionary-derived code for t
primary System Organ Class

AE 16 AEHLGT ShAE Char Variable Qualifier Exp MedDRA Assigned x AECODE.HLGT NAME SfAiE Dictionary-derived text descr
Term for the primary System

AE 17 AEHLGTCD EEEED Num |8 Variable Qualifier Exp MedDRA Assigned x AECODE HLGT CODE EhBIERTD Dictionary-derived code for t
the primary System Organ C

AE 18 AECAT 2531 Char Grouping Qualifier Perm |AECAT NA Used to define a category of
BLEEDING, NEUROPSYCHIL,

AE 19 AESCAT =3 Char Grouping Qualifier Perm |AESCAT NA A further categorization of ag
NEUROLOGIC

AE 20 AEPRESP g Char [1 Variable Qualifier Perm  |(NY) CRF 9 x FREHTE. E5AEMBIRREARE, HE R . A value of “Y” indicates that t
specified on the CRF. Values
reported events (i.e., those ¢
terms)

AE 21 AEBODSYS | |R&RESE Char Record Qualifier Exp MedDRA Assigned x AECODE SOC_NAME RERESE Dictionary derived. Body sys
the sponsor from the coding |
‘When using a multi-axial dict
should contain the SOC used
and summary tables which m
primary SOC

AT an ACDNOWVEN Z4ZEA TSNNSO Aliama o Mmrimbla Ayanlifiae T MAAANDA Armmimmad . ACONANC CAG _SNANE T 42 ORPT LN HE AR T Nintinmam AnrisimAd _Cads Far

« » ... TV detail CO|DM |SE SV SV detail |CM | EX PR |AE DS |DV H|EG|IE LB LB Metadata | MB | PC PE PP | PP Detail QS |SC VS XU XU Metadata RELREC | SUPPQUA ... @

HBEixEils
ClinFunction
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B SDTMZFES - AEHE cdisc

=R [] 38535 dsoutput-v2-6.5as X
*dsout FIL.It I:t}"pE = sdtm 2 » ClinFunction > R » SARIS » 1231 > 11x-statpr > testdir > program > macros » | dsoutput-v2-6.5as > {} %MACRO
, dgmai n - AE !Ei\n>_\ 1%-statpr » testdir > program > macros > dsoutput 36 %macro dsoutput (domain = - .
= 0/8 Llphame XpTout Xport & XpTPatniklOWCase(&OUTOS.).XpT ;
Jinds - Ages T LT A, e co e ettt et AocseGatt. s
. Dutd 3 = ae sase(&domain. )" ="ALAB_RAW" %then %let dslabel =Raw 651 %end;
= = &domain; 682
* DUtht - 683 J**  oputput the data set with CSV format **/
yCOmpress =Y | eq © %then %do; 634 #%if &excelyn=1 or "Xupcase(&excelyn)"="Y" ¥then ¥do;
. = macro parameter(domain) can not be null; 685 %if Hsysfunc(fileexist(&_xptpath.\&outds..csv)) *= @ %then %do;
}" =1 636 options noxwait XSYNC;
687 #local rc filrf;
e 688 %let rc = %sysfunc(filename(filrf,& xptpath.\&outds..csv));
135 %if %length(&OUtEmptySDTM)=@ %then %let OUtEmptySDTH=1; 689 #if &rc = @ and Hsysfunc(fexist(&Filrf.)) Xthen ¥let rc = ¥sysfunc(fdelete(&Filrf.));
136 690 %let rc = Esysfunc(filename(&filrf.));
137 ¥put Macro(&SYSMACRONAME.) : 691 %end;
138 Begin domain=&domain.; 592 %ds2csv (data=& datalib..&outds., cswfile=& xptpath.‘\&outds..csv, runmode=b,openmode=REPLACE,labels=N);
139 693 %end;
140 %if &Debug»@ Xthen %do; 504
141 Fput 3
142 ¥put Debug=&debug. (ESYSMACRONAME.) : 625 Aexit:
143 1. local or global macro variables; 896 %if &error_num ne @ %then %do;
144 %end; 697 %put ERROR: Exit macro(&SYSMACRONAME.) because of error;
145 698 %put ERROR: &error_msg;
146 %local _datalib _xptpath _outxpt outds _ContentDsInDomain; 500 %end;
147 . 780
i:: i;ifl))ebug% Fthen %do; 701 /** Check Dataset name, Dataset label, Variable name, Variable label **/
156 %put Debug=&debug. (&SYSMACRONAME.) 7e2 #1f &chk_vdt=1 Xthen %do;
151 2. Check validate of macro parameters, and set default value for s /93 %if %upcase(&type) eq SDTM or %upcase(&type) eq ADAM %then %do;
152 %end; 704 Acheck_vdt(vdt=CDISC_&type., tocdataset=&type.spec_content, dataset= &type.spec_&domain. ,select=8&select,exclude=&exclude);
785 Send;
%1f "Xupcase(Zoutxpt.)” eq "V" or "Xupcase(Zoutxpt.)" eq "1" %ther 7pg %else ¥if Zupcase(&type) eg ISDB ¥then ¥do;
else let _outxpt = I 787 %check_vdt(vdt=Rtype. ds,tocdataset=, dataset=&type.spec_&domain. ,select=&select,exclude=Rexclude);

%if "%upcase(&compress.)" eq "Y" or “"Xupcase(&compress.)" egq "1" %

e
oo owmou it
rp- R R Y I

%else %let _compress=N; 7es hend;
709 %else fdo;
%if %length(&role.)=0 and %symexist(_role) %then %let role=& role, /1€ %if & pktype eg NONMEM %then %let exclude=dsnamelen dslabellen varnamelen warlabellen varlen;
168 %1f Zlength(&role.)=6 Xthen Zdo; 711 %check_vdt(vdt=PK,tocdataset-, dataset- &type.spec_&domain. ,select=&select,exclude-8exclude);
161 %put ERROR: Please define the parameter(role=); 712 Send;
162 %goto exit; 713 %end;
163 %end; ) 714 %**delete temp datasets;
164 %if %length(&type.)=0 and ¥symexist(_type) ¥then Xlet type=& type. 715
165 ¥if Hlength(&type.)=0 Xthen Edo;
166 %put ERROR: Please define the parameter(type=); 718 #1F &Debuge=d Ethen %do;
167 %goto exit; 717 proc datasets nolist nodetails HoWarn lib=work;
168 %end; 718 delete &type.spec_&domain. _spec_con _spec_labid _ds_inds _ds_outdsl &outds &type.spec_content/memtype=data;
719 quit;
720 %end;
721

72 Hput Macro(&SYSMACRONAME.) :
End domain=%upcase(&outds.);

P i 6 Vs R R
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ating ADaM Datasets with R
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S IRTHFHE T IaARAZRH ADaM (Analysis Data Model) HuE&ERZER. EHRocheflAtorus
ResearchBIFAFFA&. https://pharmaverse.github.io/admiral/index.html

v (%) ADaM inRAssetLibraryrac X 4+

< ¢ M 2 pharmaverse.github.io/admiral/index.html Bg

admiral Get Started ¥ Reference User Guides ¥ Changelog Search for

Release Schedule Author

Dinakar Kulkarni
Author

The {admiral} family has several downstream and upstream dependencies and so releases are done
in two Phases:

Edoardo Mancini
» Phase 1release is for {admiraldev}, {pharmaversesdtm}, and {admiral} core

Author
* Phase 2 release is extension packages, e.g. {admiraloncol, {admiralophthal, [admiralvaccine} and
{pharmaverseadam]. Sadchla Mascary
Author
Release Gordon Miller
Schedule Phase 1- Date and Packages Phase 2- Date and Packages Author
Lina Patil
Q4-2024 December 2nd December 9th Author
{pharmaversesdtm} {admiralonco} Sophie Shapcott
Author
{admiraldev} {admiralophtha} .
Eric Simms
{admiral} {admiralvaccine} Author
Daniel Sjoberg
Q2-2025 June 2nd June 10th Author
. . Stefan Th
{pharmaversesdtm} {admiralonco} eran fhoma
Author
{admiraldev} {admiralophtha} Phillip Webster
{admiral} {admiralvaccine} Authar

Kangjie Zhang

Main Goal huner

Zelos Zhu
Provide users with an open source, modularized toolbox with which to create ADaM datasetsin R. Author

As opposed to a “run 1 line and an ADaM appears” black-box solution or an attempt to automate ADaM.
More about authors...

One of the key aspects of admiral is its development by the users for the users. It gives an entry

point for all to collaborate, co-create and contribute to a harmonized approach of developing
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3 Admiralf3-4EREADSL cdisc

Q g
Source on Save | L A -

==

16 # 2, Mex#HIBEEDEE ST HIBEE (TrRTsoM ) ME R H Y ( TRTEDTM )

17 ex_ext «- ex %=%

18 derive_vars_dtm(dtc = EXSTDTC, new_vars_prefix = "ExXST") %=%
19 derive_vars_dtm(dtc = EXENDTC, new_wvars_prefix = "EXEN")
20
21 ads1 =- ads1 %==%
22 derive_vars_merged(
23 dataset_add = ex_ext,
24 filter_add = EXDOSE > 0 & 'is.na(EXSTDTM),
25 new_vars = exprs{(TRTSDTM = EXSTDTM),
26 order = exprs(EXSTDTM, EXSEQ),
7 mode = "first™,
28 by_vars = exprs(STUDYID, USUBJIID)
29 ) %%
30 derive_vars_merged(
31 dataset_add = ex_ext,
32 filter_add = EXDOSE > 0 & !'is.na(EXEMDTM),
33 new_wvars = exprs{(TRTEDTM = EXEWNDTM),
34 order = exprs(EXENDTM, EXSEQ),
35 mode = "last”,
36 by_vars = exprs(STUDYID, USUBJIID)
7 )
3B

39 # 3. HHYHNEEEEHRABHEES

40  ads1 <- ads1 %=%

41 derive_vars_dtm_to_dt(source_vars = exprs(TRTSDTM, TRTEDTM))
42

43 # 4. MdsHIBETEBRWFRE FTHEHE (eosoT)y MIEE (EossTT)

44 ds_ext =- ds %=%

45 derive_vars_dt(dtc = DS5TDTC, new_vars_prefix = "DssT")
46
7 adsl «- ads1 =%
48 derive_vars_merged(
49 dataset_add = ds_ext,
50 by_wvars = exprs(STUDYID, USUBIID),
51 new_vars = exprs(EQSDT = DSSTDT),
52 filter_add = DSCAT == "DISPOSITIOM EVENT" & DSDECOD !'= "SCREEW FATLURE"
53 ) %%
54 derive_vars_merged(
55 dataset_add = ds_ext,
56 by_vars = exprs(STUD¥YID, USUBJIID),
7 filter_add = DSCAT == "DISPOSITION EVENT",
58 new_vars = exprs(E0SSTT = case_when(
59 DSDECOD == "COMPLETED" ~ "COMPLETED",
&0 DSDECOD == "SCREEN FAILURE" ~ MA_character_,
el 'i5.na(DSDECOD) ~ "DISCONTIWUED",
62 TRUE ~ "OMNGOING"
63 3D,
64 missing_values = exprs(EQOSSTT = "ONGOING")

P 5 0 8 s S E R
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B EiEils

ClinFunction

@' initR ®') adslR
] A 57 Filter
“ sTuDYID
ivani=ti
1 ¢ 36A103
2 ¢ 36A103
3 ¢ 36A103
4 ¢ 36A103
5 ¢ 36A103
6 ¢ 36A103
7 ¢ 36A103
8 ¢ 36A103
9 ¢ 36A103
10 ¢ 36A103
11 ¢ 36A103
12 ¢ 36A103
13 ¢ 36A103
14 ¢ 36A103
15 ¢ 36A103
16 ¢ 36A103
17 ¢ 36A103
18 ¢ 36A103
19 ¢ 36A103
20 ¢ 36A103
21 ¢ 36A103
22 ¢ [ 36A103

\:/ adsl

UsuBJID
A ARRT

{

i

¢

«

$-01-5001
1-01-5002
[ | 1-01-5003
1-01-5004
B -01-5005
}-01-5006
1-01-5007
[ | -01-5008

}-01-5009

N | 3-01-S010

3-01-S011
3-01-5012
| | }-01-5013
1-01-5014
| | }-01-S015
}-01-5016
3-01-S017
| | }-01-5018
3-01-S019
|| }-01-5020
}-01-5021

3-01-S022

Showing 1 to 22 of 205 entries, 11 total columns

Console

JR R44.1 - D/ClinFunction/R/SARIS/1231/11x-statpr/testdir/program/adam_r/

Terminal

# 1 Use

“print(n

> Vjew(ads])

Background Jobs

49
36
21
32
36
36
31
42
39
50
35

31
43
31
46
42
27
40
34
36
36

ADSL

SEX
i1

koyi
gey:
S
B

%r

]

3

Ttk
it
Tt
key
att
Eey3
it

St

Ttk
keyc3
St
key3
Bt
Ttk

]
e

= ...) to see more rows

RACE

TRTSDTM

2021-05-12 08:00:00
2021-05-12 08:02:00

2021-05-12 08:40:00

2021-05-12 08:04:00
2021-05-12 08:06:00
2021-05-12 08:08:00
2021-05-12 08:10:00
2021-05-12 08:12:00

2021-05-12 08:14:00

2021-05-12 08:42:00

2021-05-12 08:44:00

2021-05-12 08:46:00

2021-05-12 08:48:00

TRTEDTM

2021-05-21 20:00:00
2021-05-21 20:02:00

2021-05-21 20:40:00

2021-05-21 20:04:00
2021-05-21 20:06:00
2021-05-21 20:08:00
2021-05-21 20:10:00
2021-05-21 20:12:00

2021-05-21 20:15:00

2021-05-21 20:42:00

2021-05-21 20:44:00

2021-05-21 20:46:00

2021-05-21 20:48:00

TRTSDT

2021-05-12
2021-05-12

2021-05-12

2021-05-12
2021-05-12
2021-05-12
2021-05-12
2021-05-12

2021-05-12

2021-05-12

2021-05-12

2021-05-12

2021-05-12

TRTEDT

2021-05-21
2021-05-21

2021-05-21

2021-05-21
2021-05-21
2021-05-21
2021-05-21
2021-05-21

2021-05-21

2021-05-21

2021-05-21

2021-05-21

2021-05-21

EOSDT

EOSSTT

ONGOING
ONGOING
ONGOING
ONGOING
ONGOING
ONGOING
ONGOING
ONGOING
ONGOING
ONGOING
ONGOING
ONGOING
ONGOING
ONGOING
ONGOING
ONGOING
ONGOING
ONGOING
ONGOING
ONGOING
ONGOING

ONGOING

cdisc

=0

=0

FAEFRAE K



3 Admiralf2-4READAE cdisc

@] adslR @7 initR @ adzer

; Source on Save | O / -
1 # MBLEME
2 source("init.r")
3 Tlibrary(admiral)
4 Tdbrary(dplyr)
5 TibraryChaven)
6
]
2]

# EEsoTMENIE E
ae «- read_sas(file.path(sdtm_dataset_path, "ae.sas7hdat")) #
10 dm =- read_sas(file.path(sdtm_dataset_path, "dm.sas7bdat")) #

Ry
O o

"
B

12 #1. #RFHENAODRHEREERE
13 adsl =- dm %=%
14 select(sTUDYID, USUBJIID, AGE, SEX, RACE)

16 # H T admiraliF £ apae
7 adae =- ae =%

18 # FMETZTATETREH (AEsER)

19 mUtate(

20 AESER = case_when(AESER == "¥" ~ "¥", TRUE ~ "N"),

21 # mMESHFIEFX (AERELFL )

22 AERELFL = case_when({AEREL == "RELATED” ~ "¥", TRUE - "N"J,

23 # TMES S G PEN { AESTDISP!

24 AESTDISP = case_when{AEACN == "DRUG WITHDRAWN" ~ "¥", TRUE ~ "N")
25 Y %%

26 # FEFIHBEHE (asToT) MK FHER ( AENDT )

7 derive_vars_dtm(dtc = AESTDTC, new_vars_prefix = "AsST") =%
28 derive_vars_dtm(dtc = AEENDTC, new_vars_prefix = "AEN") =%
29 derive_vars_dtm_to_dt(source_vars = exprs(ASTDTM, AENDTM)) =%
30 # ERA0%HER
31 Teft_join(adsl, by = c("sSTUDYID", "USUBIID")) %%

32 # FFEEREBMN
33 derive_var_extreme_flag(
34 by_vars = exprs(sTuDYID, USUBJID, AEDECOD),
35 order = exprs(ASTDTM),
B3] new_var = FAEFL,
Fié mode = "first”
38 )
39
40

41 # 3. HTEH L
42 print(adae)
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3 Admiralf3-4READAE cdisc

Q' adsl.R Q7 init.R 9 adaer adas =
" Filter
:;F:E‘Eﬁﬂf‘iﬂﬁ %F;;: ;ﬁ:;m@?*# ::;;‘:H ;FE;E;!—?E_“E_!I ;:E;r*cﬂﬁl‘ﬂ JA:E;;EDY ;;EDY AERELFL AESTDISP ASTDTM ASTTMF AENDTM AENTMF ASTDT AENDT g: ;_Eﬁxﬂ ;;:E FAEFL
BT 2021-05-18T07:50  2021-05-23T08:00 7 12 N N 2021-05-18 07:50000 S 2021-05-23 0800000 5 2021-05-18 2021-05-23 49 g TE Y
BT 2021-05-18T07:50  2021-05-23T08:00 7 12 N N 2021-05-18 07:50000 S 2021-05-23 0800000 5 2021-05-18 2021-05-23 49 g TE Y
BT 2021-05-12T16:14 | 2021-05-12T17:54 1 1N N 2021-05-12160400 5 2021-05-12 175400 5 2021-05-12  2021-05-12 36 I TE Y
BT 2021-05-177T07:42 | 2021-05-17T10:02 6 6 N N 2021-05-17 07:42:00 S 2021-05-17 1:02:00 | 5 2021-05-17  2021-05-17 36 I TE
BT 2021-05-18T16:14 | 2021-05-18T16:22 7 TN N 2021-05-18 1611400 5 2021-05-18 1&:22:00 5 2021-05-18 2021-05-18 36 I TE
BT 2021-05-20T16:12 | 2021-05-20T16:40 g 9N N 2021-05-2016:12:00 S 2021-05-20 164000 5 2021-05-20 2021-05-20 36 I TE
BT 2021-05-21T1x12 0 2021-05-21T10:26 10 10 N N 2021-05-21 1001200 5 2021-05-21 10:26:00 5 2021-05-21  2021-05-21 36 I TE
iBiTEl 2021-05-23T0&40  2021-05-31T08:43 12 20 N N 2021-05-23 0840000 S 2021-05-31 084300 5 2021-05-23  2021-05-31 21 Bt TsE ¥
iBiTEl 2021-05-14T0&40  2021-05-18T08:30 3 TN N 2021-05-14 08:40:00 S 2021-05-18 08:30:00 | 5 2021-05-14  2021-05-18 21 Bt TsE ¥
BT 2021-05-23T0&40  2021-05-31T08:43 12 20 N N 2021-05-23 0840000 S 2021-05-31 084300 5 2021-05-23  2021-05-31 21 Bt TsE
BT 2021-05-21T1x16  2021-05-21T10:23 10 10 N N 2021-05-21 1018200 5 2021-05-21 13:23:00 5 2021-05-21  2021-05-21 42 g TE Y
BT 2021-05-14T0&:18 | 2021-05-14T708:27 3 3N N 2021-05-14 081800 S 2021-05-14 08:2700 5 2021-05-14  2021-05-14 39 &% TE Y
BT 2021-05-16T16:18 | 2021-05-16T16:33 5 5 N N 2021-05-16 16:18:00 S 2021-05-16 16:33:00 5 2021-05-16  2021-05-16 39 &% TE
iefTER 2021-03-17T0748  2021-05-17T08:03 6 6 N M 2021-05-17 074800 S 2021-05-17 08:03:00 | 5 2021-05-17  2021-05-17 39 I T
BT 2021-05-12T16:25 | 2021-05-12T17:43 1 1N N 2021-05-1216:2500 S 2021-05-12 174300 5 2021-05-12  2021-05-12 50 I=iE TE Y
BT 2021-05-18T10:10 | 2021-05-18T10:19 7 TN N 2021-05-18 10:10:00 | S 2021-05-18 1011900 | 5 2021-05-18 2021-05-18 50 I=iE TE
BT 2021-05-12T16:30 | 2021-05-12T17:51 1 1N N 2021-05-12 1630000 5 2021-05-1217:51:00 5 2021-05-12  2021-05-12 44 g TE Y
BT 2021-05-21T1&54  2021-05-21T17:25 10 10 N N 2021-05-21 1685400 S 2021-05-2117:25300 5 2021-05-21  2021-05-21 40 EfE TsE ¥
BT 2021-05-23T0&44 2021-05-31T08:38 12 20 N N 2021-05-23 084400 S 2021-05-31 08:3800 5 2021-05-23  2021-05-31 40 EfE TsE ¥
BT 2021-05-14T0&:16 | 2021-05-15T06:25 3 4 M N 2021-05-14 0811800 S 2021-05-1506:25:00 5 2021-05-14  2021-05-15 29 =i TE Y
BT 2021-05-14T0&:16 | 2021-05-18T08:06 3 TN N 2021-05-14 0811800 S 2021-05-18 08:06:00 | 5 2021-05-14  2021-05-18 29 =i TE Y
BT 2021-05-23T08:16 | --—--Tukeuk 12 M N 2021-05-23 08:1&00 S 2021-05-25 29 =i TsE
BT 2021-05-23T0&20  2021-06-08T08:06 12 28 N N 2021-05-23 08:20:00 S 2021-06-08 08:06:00 | 5 2021-05-25 2021-06-08 35 &=E TE Y
BT 2021-05-23T0&30  2021-05-31T08:48 12 20 N N 2021-05-23 08:30:00 S 2021-05-31 084800 5 2021-05-23  2021-05-31 35 &=E TE Y
IBfTER 2021-05-23T0&20  2021-06-08T0806 12 28 N N 2021-05-23 08:20:00 ' 5 2021-06-08 08:06:00 | 5 2021-05-25 2021-06-08 35 | i TFaEs Y
] »
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. 2 ;
; Source onSave | W S -
P KELULS 1 = CdSe_Wrierni

25 RSSTRESC == "CR" ~ "Complete Response”,
26 RSSTRESC == "PR" ~ "Partial Response”,

i RSS5TRESC == "sD" ~ "stable Disease”,

28 RSSTRESC == "PD" ~ "Progressive Disease”,
29 TRUE ~ "Not Evaluable”

30 )

31 )

32

33 # 3. &H stp M rs HEE., FiIUWHEEH

34 adrs =- rs E=%

35 derive_vars_merged(
35 dataset_add = sld,|
7 by_vars = exprs(USUBJID, RSDTC = TRDTC),
38 new_vars = exprsisLD)
39 Y %%
40 derive_vars_event(
41 dataset_source = rs,
42 filter_source = RECIST == "Progressive Disease” SLD = 1.2 * lagi(sLD) + 5,
43 by_vars = exprs(USUBIID),
44 set_values_to = exprs(PROG_EVEMT = TRUE, PROG_DATE = ymd(RSDTC))
45 )
486

7 o#4, HEZHELTE (PFs)

48 adpfs <- adrs %:=%

49 derive_var_extreme_flag(
50 by_vars = exprs(USUBIID),
51 order = exprs(PROG_DATE),
52 new_var = FIRST_PROG_DATE, # B v it Ei1id
53 mode = "first”
54 Y s
55 derive_vars_duration(
56 new_var = exprs(PFS_TIME),
7 start_date = exprs(RSDTC),
58 end_date = exprs(FIRST_PROG_DATE),
59 unit = "days"”
50 Y s
6l mutatel
652 PFS_CENSOR = if_else(is.na(FIRST_PROG_DATE), 1, 0) # 1 ZTH%. 0 EEEHEE
63 )
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FDAE3E — Pilot 1 cdisc

RiERZ T{FESEYTFT20218E11 822 B123cPilot 15@13eCTDMX, 2021FE1283HKEI T FDARPEEE
K, FDARRIEXHINNAENAIRHT 71FE, HEIE—LRESCHEIN., FFfEIEREMA TIEX
LoaER, HF20228F2811HIERS, 2022938140 KWE) T FDARNRZREER,

on Feb 12, 2022

0 README

+ 1 release

Overview

Packages
The objective of the R Consortium R submission Pilot 1 Project is to test the concept that a R-language based
.. . . . . . " No packages published
submission package can meet the needs and the expectations of the FDA reviewers, including assessing code review
and analyses reproducibility. All submission materials and communications from this pilot are publicly available, with
the aim of providing a working example for future R language based FDA submissions. This is a FDA-industry Contributors 3

collaboration through the non-profit organization R consortium.
‘i lengning Ning Leng

The RConsortium/submissions-pilot1-to-fda repo demonstrates the eCTD submission package based on the

RConsortium/submissions-pilot1 repo. "‘B elong0527 yilong zhang

The RConsortium/submissions-pilot1 repo demonstrates an approach to organize internal developed R function and gvelasq Gustavo Velasquez

table, listing, figure generation program using an R package.

To learn more about other pilots, visit the R consortium R submission working group website and the R consortium Languages

working group page. —-—
XSLT 88.7%  ® R11.3%

FDA Response

e |nitial submission

o version: v0.1.0
o Cover letter

o FDA statistical review and evaluation response

P 5 0 8 s S E R



FDA#E3Z - Pilot 2 cdisc

SEWIE: (ERARESHAIIShiny b BREFA LA BRI P H G HILSFDARTTY, 1ZMNFE
FREETRERZASINET (Pilot 1 Project) FEZHIRBEIRENDITITE.

© Submission Pilot 2 eCTD v0.10.0
@ Qverview onJul 19, 2023
+ 4 releases
The objective of the R Consortium R submission Pilot 2 Project is to test the concept that a Shiny application created
with the R-language can be bundled into a submission package and transferred successfully to FDA reviewers. The Packages
application was built using the source data sets and analyses contained in the R submission Pilot 1 Project, with

materials available on the RConsortium/submissions-pilot1 repository, All submission materials and communications No packages published

from this pilot are publicly available, with the aim of providing a working example for future R language based FDA

submissions. This is a FDA-industry collaboration through the non-profit organization R consortium. Contributors 2

While the intent of the project is to enable execution of the Shiny application in a reviewer's local R environment, a ‘ rpodcast Eric Nantz
deployed version of the application is available in open access through the Shinyapps.io service at

rconsortium.shinyapps.io/submissions-pilot2. ‘5 lengning Ning Leng

The RConsortium/submissions-pilot1-to-fda repository demonstrates the eCTD submission package based on the

RConsortium/submissions-pilot1 repo. Languages

The RConsortium/submissions-pilot1 repository demonstrates an approach to organize internal developed R function

and table, listing, figure generation program using an R package. XSLT 100.0%

The RConsortium/submissions-pilot2 repository demonstrates an approach to organize a Shiny application as an R

package.

To learn more about other pilots, visit the R consortium R submission working group website and the R consortium

working group page.
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BB T2023F8H28H1EIeCTDMKTER, RZMFDARIS(EF20245F8H8HILE], BT AFRIE
BEeCTDHEIVERIZRZ BRI, HEhaiFERADaMEFEEFITFLAYREZ,

e®e

L] L] 3 .
. R c consortium About ¥ Members ¥ Grants ¥ Projects ¥ Events ¥ News ¥ Code of Conduct Q

News from R Submissions Working Group - Pilot 3
Successfully Reviewed by FDA

The R Consortium is pleased to announce the successful completion of the Pilot 3 Submission which extended
the work done in Pilots 1 and 2 by generating the ADaM datasets. The complete FDA response letter is available.

AUTHOR PUBLISHED
R Consortium August 26, 2024

Blog contributed by Ning Leng, People and Product Leader, Roche-Genentech and Joel Laxamana, Principal Data
Scientist, Roche-Genentech

The R Consortium is pleased to announce the successful completion of the Pilot 3 Submission which extended
the work done in Pilots 1 and 2 by generating the ADaM datasets. The complete FDA response letter is available.

The objective of the R Consortium R Submission Pilot 3 Project is to test the concept that an R-language based
submission package for ADaMs and TLFs can meet the needs and the expectations of the FDA reviewers,
including assessing code review and analyzing reproducibility. All submission materials and communications
from this pilot are publicly available, with the aim of providing a working example for future R-language based
FDA submissions. This is an FDA-industry collaboration through the non-profit organization R Consortium.
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2024F9820H, RiBARZTIEZR (R Submissions Working Group) AIHiEIDFDARIEE i@ A AR SR
(eCTD) MXiEERE 7 HEAIMHERRE, HPEE—1"WebAssemblyZH{4,

-:R:-consortium About ¥ Members ¥ Grants ¥ Projects ¥ Events ¥ News ¥ Code of Conduct 9] m @ . 4 Q

Using R to Submit Research to the FDA: Pilot 4
Successfully Submitted to FDA Center for Drug
Evaluation and Research

The R Consortium is excited to announce that, on September 20, 2024, the R Submissions Working Group
successfully submitted its latest test submission package—featuring a WebAssembly component—through the

FDA’s Electronic Common Technical Document (eCTD) gateway.

AUTHOR PUBLISHED
R Consortium October 9, 2024

FIEIs BYAEARAER
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Drive product success with data-driven approach
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