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Objective

rock is a web application built using R shiny and is the
starting point of any data request to be initiated. Its primary
purpose is to provide a flexible framework to design data
request specifications. It also provides several additional
functionalities meant to accompany the data programmer
through the journey of creating data request deliverables,
enforcing adherence to standards and high quality.

The rock framework Data programming report generation

Specification templates

produced by rock rock creates the R/LateX programming environment required to produce the
Full programming environment, incl. deliverableS, inCIUding

according to the specifications.

e R script placeholders for dedicated sections (dosing, pk, pd, baseline covariates etc),
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1 % DMR-TEMPLATE-VERSION: PRODUCTION 2025-05-20 1 \subsection{PK information} R ~ | dlh Global Environment ~
2 % Automatic class file selection 2 \label{subsec:PK}
3 % The inputpath Tine below must point to the folder 3+ <<PKVariables,echo=TRUE>>= Data. :
containing PMXstyle cls-file, project-glossary, etc 4 v #### STUDY 1 #### clientTable 16 obs. of 4 variables
. . . 4 % More than one path can be Tisted if each is 5 k_stl <- sourcesS$oneS$pc i i i
Variables Source Source viewer DAT vs DDT LaTeX macros Global info Export Help Preferences : 7 e en ,, s . - ddtoptionsList List of 7
enclosed in {} Tike {{../first/path/}{../../second 6 dunsourceFiles 0 obs. of 4 variables
/path/3}}, and paths MUST end with / 7 # check BLQ values, spec, test names, missing dates P - ’ :
PMXRock version: 2.0.12 encore version: 2.0.11 5 \makeatletter 8 unique(pk_st1SPCSPEC) ToadedFiles 16 obs. of 8 variables
6 \def\input@path{{../../../ProjectManagement 9 pk_stl %% distinct(PCTEST,PCTESTCD) mapping_dict List of O
. - - - /SharedCode/LaTeX/}{../../../ProjectManagement/LaTeX 10 pk_stl %% filter(is.na(PCSTRESN)) %>% distinct(PCSTRESC,PCSTRESU) : ;
Create DDT preview PDF Pharmetheus/PMX-CONF-PMX-1 Save As Save /31 11 any(is.na(pk_st1$PCDTCY) namesLTst L1.st o: 2
rocksource-1a-PMX-CONF-PMX-1.csv 7 \makeatother 12 range(pk_st1$PCDTC) namesL1stSt List of 8
DDT-1a-PMX-CONF-PMX-1.csv 8 13 pk_stl 3556 obs. of 9 variabl..
9 ~ <<CLASSsetup,cache=FALSE,message=FALSE, echo=FALSE 14 # select needed information from the source pmxTable 0 obs. of 4 variables
Search: ,results="asis'>>= 15 pk_stl <- pk_stl %% DataFiTleN List of 2
o _ . 10 # Check TexLive version 16  filter (PCSPEC=="PLASMA",PCTESTCD=="XAN") %>% sourcebatari‘ema.. |L1st o
Cancel Delete variable @ Edit existing variable O Save as new variable OK 11 PMXStylePattern <- 'PMXstyle-[[:digit:]]{8}.cls’ 17 mutate (DV=case_when(is.na(PCSTRESN) ~ PCLLOQ/2, sourceDataFileNa.. List of 2
12 TeXLingine <- system2('pdflatex’,args = c(' 18 TRUE ~ PCSTRESN), sourceDataFileNa.. List of O
. ) . . soversion , - ) ,Stdout N T[] . LY — Ll sourceDataFileNa.. List of 2
Variable Variable DDT-id 7 Definition Unit 13 1if(grepl1('TeX Live 2025',TeXLiveLine)) 20 BLQ=ifelse(is.na(PCSTRESN),1,0), :
Include 14+ { 21 DATETIME=PCDTC) %>% sourcebataframes List of 2
in DV NONMEM dependent variable ug/ml 15 PMXStylePattern <- 'PMXstyle25-[[:digit:]]{8}.cls’ 22 select(STUDYID,USUBJID,DV,LLOQ,BLQ,DATETIME) sourceFiles 16 obs. of 5 variables
o REF DDT 16 - } . 23 v ) . sourceFilesProce.. 16 obs. of 12 variables
17 # Take latest class file as default. 24 # add variables needed for the analysis . £ b1
18 Tibrary(tools) 25 pk_stl <- pk_stl %% sourceFilesProce.. 16 obs. of 10 variables
@ STUDYIDN ) ” 19 # This is the "root"™, all other folders should be 26 mutate (TYPE=1, - ! B B
Dependencies on other variables® Possible Description’ Rounding To Not present derived from this 27 EVID=0, Files Plots Packages Help Viewer Presentation .. [
- - 20 ProjectTopFolder <- file.path('../../..") 28 LNDV=round(log(DV) ,4)) o0 .0 &
O)ib Values Decimals in data 21 # file.path chops off trailing /, which is not 29 @ S oclient DMR.U t%}DMR1 OMX.CONF-PMT  Secti i
- , r 7 en I -la- = = = 1on
EVID==0 & BLQ==0 Numeric Observed value O desired for Latex. Therefore two // e STUDY 1 ¢ R Sweave 3 — = : . = =
© TYPE ' 22 LatexsharedFolder <- file.path(ProjectTopFolder A Name Size Modified
, 'ProjectManagement/SharedCode/LaTeX//") Console  Terminal Compile PDF Background Jobs — (O & sUB-BaselineC — 918 Aug 208
VZ 23 w -baselineCLovariates.nnw ug
. . 2.2 - C/PMX/Projects/Pharmetheus/PMX-CONF-PMX-1/ToClient/DMReport/DMR-1a-PMX-CONF-PMX-1/ .
© EVID 24 ClassFiles <- dir(LatexSharedFolder,pattern = +R R422 iLOQ—[chelilioc;a’me oL ESEL SR @ ! @] SUB-DataProcess.Rnw 3.1 KB Aug 2¢
EVID==0 & BLQ==1 LLOQ/2 Set to the \gIs{LLOQ} divided by 2. 0 - :Zﬁ:g:‘jpiftéguistwe_20230220. + BLQ=ifelse(is.na(PCSTRESN),1,0), @) SuUB-Dosing.Rnw 83 B Aug 2
- 0, 0 -
@ DV 26 if (max(ClassFiles) < NewBrand Ifile.exists(file * DATETIME=PCDTC) %>% ] SUB-Merge.Rnw 100 B Aug 2¢
y e e e e R + select(STUDYID,USUBJID,DV,LLOQ,BLQ,DATETIME) _
27 o 1 ’ : > # add variables needed for the analysis ¥ SUB-Methods.Rnw 3298B Aug 2¢
© BLQ - { > pk_stl <- pk_stl %>%
EVID==1 0 0 28 # 01d brand L autate(TYPE-l ¥ | SUB-NLRnw 212 B Aug 2¢
0 LNDV gg B ClassFiles <- ClassFiles[ClassFiles < NewBrand] + EVID=0: @) suB-OriginalData.Rnw 174 KB Aug 2
% 31 ClassFile <- file_path_sans_ext(max(ClassFiles)) v : LNDV=round(log(dVv),4)) # SUB-OriginalDataDeprecated.Rnw 5.3 KB Aug 2t
0 LLOQ 2:1 @ (Top Level) ¢ R Sweave % @] SUB-PD.Rnw 76 B Aug 287
O
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® y igure 4. Programming environment framework.
Figure 1. Variable attribute selection and editing - name, definition, unit, possible values,
. . " . [ $* Pharmetheus o Data management report Creation of DAT-1a-PMX-CONF-PMX-1.csv > Data management report Creation of DAT-1a-PMX-CONF-PMX-1.csv
description, rounding and programming dependencies.
Data management report 2. Methods Appendix 3. R environment
Creation of a data file Client: : The data management work was performed using R version 4.2.2 (2022-10-31 ucrt) with the annotated R-code This document was generated on the 281 August, 2025 with R version 4.2.2 (2022-10-31 ucrt) on the platform:
DAT-1a-PMX—CONF-PMX-1 . csv [Long Client Name] presented in Section 3 and packages listed in Appendix 3. SoE EEii, g
Client contact: The derived data file is provided electronically. milaehici
[Client Contact, PhD] All loaded packages are qualified. Attached qualified packages:
Tel: [+0 000 000 0000] ackage fersion ualified
Source [Client.Contact@soap.com] 3. Data processing | l;f\l:_l;,"l:wk ;_“_‘13 Q\I(i l
g 2 encore 2.0.13 Yes
S . . ;’,‘;2’3?;‘;‘5 gﬁg;ad' 3.1 PD information 3 countrycode |.‘4'.0 Yes
et Source to 'Produced Tol: +46 13 513 328 % gooml 868 e
[PL@pharmetheus.com] 3.2 PK information 5 data.table 1.14.4 Yes
PR 6 glools 3.9.3 Yes
y il R Lt -
Date: 28 August 2025 g S 0 o
Study File name Column Specification Derived Document reference: BICStL 404 Tliter (16.na (RESTRERN) 4% distinet (PCSTRESC, FCSTRESD) D e 045 Y
e SR et 13 700 11 Yes
from Document version: Draft T 14 xtable 1.8.4 Yes
# select needed information from the source 15 KkableExtra 1.3.4 Yes
Pages: 16 pk_stl <— pk_stl %>% 16 stringi 1.7.8 Yes
: X filte (?ESPEC MA", PCTESTCD=="XAN") $%$>% 17 purrr 0.3.5 Yes
STUDY1 v 20250827/ST1/pc.sas7bdat v PCSTRESN where PCSPEC=PLASMA and Bl e i etnnmay P oy o
PCTESTCD=XAN BL (1s.na (CSTRESN), 1, 0) , i i
DATETIME=PCDTC) $%>% 21 dplyr 1.0.10 Yes
/ select (STUDYID, USUBJID, DV, LLOQ, BLQ, DATETIME) 22 haven 2:5.1 :'cx
23 stringr 1.4.1 ‘es
N edl TeEieiles eeetd o e eralymis 24 PMXRenv  1.2.0 Yes
\ VL / Bl <= ploEl 25 Cairo 1.6.0 Yes
STUDY2 v 20250827/ST2/pc.xpt v PCSTRESN where PCSPEC=PLASMA and N \\ \ I //// N , ok = o
A \\ Wi / A St 28 stats 422 Yes
PCTESTCD=X105 N\\\\[11777Z72
Z ~~ \\\\\ //// / > 3.3 Dosing information ‘31: g:‘E)cvl(m j.zv :'c\'
e - 3 utils 2 vc\
r\\\\ % ////: 3.4 Baseline covariate information »: :11:1]1:::\ j; :t:
A 4 A 4 i:/;; §£: 3.5 Time-varying covariate information = T = L
ot / \\\\‘\ 3.6 Merge
=it // / \ gyt
Z - // //| \\\\ 3.7 Write the derived data file
s
/7 /// / \\\\\ AN Ensure the columns are in the order specified by the data definition table (DDT), and save the derived data
///,/ \\ \\ file
. . \ . . . . . \ . / / j | \ \\ \ DAT-1a-PMX-CONF-PMX-1.csv.
Figure 2. Variable source editing - study, file and variables, record selection, derivation details.
€  Data management report Croation of DAT:18-PMX.CONE-PMX_1.csv Figure 5. Data programming report with the programming code as a pdf file.
Appendix 2. Data definition table t t i+
Table A2-1: Data definition table s
Variable Definition Possible values Description Unit Source
RFF U ) d h I 1 C ) [ ) f ] N/A P d d Variables Source Source viewer DAT vs DDT LaTeX macros Global info Export Help Preferences
4 nique record number nteger > ‘onsecutive numbers starting from 1. : roduce 1 1 -
. u m m a ry S a I S I CS csv-files in ProducedData/Dataset compare file to DDT auto-QC of DAT
STUDYIDN Study identifier 12 1=STUDY1 N/A STUDY1 DAT-1a-PMX-CONF-PMX-1.csv -
2=STUDY?2 Derived from dm.sas7bdat: STUDYID
Ll e Com pare output dataset
Derived from dm.xpt: STUDYID
ID Unique subject identifier Integer > 1 Consecutive numbers starting from 1 to max N/A Produced agal nSt SpeCIflcatlonS Variable name of unique patient identifier
within current file number of subjects within current file. (e-g. 1D or USUBJID)
4 ID
1 = PK analyte plasma concentration p O) Add continuity check to
. . ' file to DDT'?
EVID NONMEM event 0,1 0 = Observation event N/A Produced . compare e
identification 1 = Dose event . G e ne rIC a nd There are no columns with empty values.
DV NONMEM dependent Numeric Observation records (EVID=0): ug/ml STUDY1 . _ Possible _ o
variable Observed value. Derived from pc.sas7bdat: PCSTRESN con lpl lance CheC kS Variable  Values Values in DAT Classification
BLQ=1: Set to the lower limit of ) _whcg: PCSPEC=PLASMA and PCTESTCD=XAN REF Integer >= 1 min 1 median 3556.5 max 7112 numeric
quantification (LLOQ) divided by 2. STUDY & s 2 y . . STUDYIDN 1,2 1,2 numeric
Dose records (EVID=1): Derived from pC.Xpl. PCSTRESN s, . An a I S I S S eCIfIC teStS ID Integer >= 1 min 1 median 254.5 max 508 numeric
0 where PCSPEC=PLASMA and PCTESTCD=X105 o
TYPE 0,1 1 all_values_identical
BLQ Flag for concentration 0,1 0=No N/A STUDY1 EVID 0,1 0 all_values_identical
reported as below LLOQ in ]l ="Yes Derived from pc.sas7bdat: PCSTRESN, PCSTRESC DV Numeric min 0 median 0.0133377195463065 max 1.93809465094273 numeric
source data STUDY2 BLQ 0, 1 0,1 numeric
Derived from pe.xpt: PCSTRESN, PCSTRESC LNDV Numeric, DV~ min -Inf median -4.31715 max 0.6617 numeric
Produced LLOQ Numeric >= 0 0.01 all_values_identical
LNDV Log-transformed dependent Numeric, DV Natural logarithm of positive pharmacokinetic N/A Produced SEXN 1,2 1,2 numeric
variable (PK) plasma observations. Rounded to 4 RACEN 1,2,3,4,5,6, (4 unique values):5, ., 3, 1 character
decimals. 7,-99
DV = Set to DV for other record Fi g u re 6 AUtO m ated Sa n it AGEYBL Numeric > 0, (37 unique values): 63, 64, 71, 74, 77, 85, 68, 81, 84, 52, 75, 57, 79, 56, ... (23 more unique values) character
: y
. . . USUBJID  Character (508 unique values): 01-701-1015, 01-701-1023, 01-701-1028, 01-701-1033, 01-701-1034, 01-701-1047, 01-701-1097, 01-701-1111, 01-701-1115, character
Flgure 3 Data Sp@lelcathn Output CheCkS 01-701-1118, 01-701-1130, 01-701-1133, 01-701-1146, 01-701-1148, ... (494 more unique values)
[ | | L |
DATETIME Character lubridate_ymd_hms lubridate_ymd_hms




