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ADaMIG

Compatible

Conformance

Version

Model

Rules

Implementation Guide & Examples Documents

ADaMIG v1.3 [ ADaM v2.1 ADaM Conformance | ADaMIG for Medical Devices v1.0
29 Nov 2021 Rules v5.0 ADaMIG for Non-compartmental Analysis (NCA) Input Data v1.0
ADaM Structure for Occurrence Data (OCCDS) Implementation Guide v1.1
Basic Data Structure for ADaM popPK Implementation Guide v1.0
ADaM Metadata Submission Guidelines v1.0
ADaM Examples of Traceability v1.0
ADaMIG v1.2 | ADaM v2.1 ADaM Conformance | ADaM Structure for Occurrence Data (OCCDS) Implementation Guide v1.0
3 Oct 2019 Rules v5.0 ADaM Basic Data Structure (BDS) for Time-to-Event (TTE) Analyses v1.0
ADaM Examples in Commonly Used Statistical Analysis Methods
Analysis Results Metadata (ARM) v1.0 for Define-XML v2.0
ADaMIG v1.1 | ADaM v2.1 ADaM Conformance | ADaM Structure for Occurrence Data (OCCDS) Implementation Guide v1.0
12 Feb 2016 Rules v5.0 ADaM Basic Data Structure (BDS) for Time-to-Event (TTE) Analyses v1.0
ADaM Examples in Commonly Used Statistical Analysis Methods
Analysis Results Metadata (ARM) v1.0 for Define-XML v2.0
ADaMIG v1.0 | ADaM v2.1 ADaM Conformance | ADaM Data Structure for Adverse Event Analysis v1.0

17 December
2009

Rules v5.0

ADaM Basic Data Structure (BDS) for Time-to-Event (TTE) Analyses v1.0

ADaM Examples in Commonly Used Statistical Analysis Methods

Analysis Results Metadata (ARM) v1.0 for Define-XML v2.0



https://www.cdisc.org/standards/foundational/adam/adamig-v1-3
https://www.cdisc.org/standards/foundational/adam/adam-v2-1
https://www.cdisc.org/standards/foundational/adam/adam-conformance-rules-v5-0
https://www.cdisc.org/standards/foundational/adam/adam-conformance-rules-v5-0
https://www.cdisc.org/standards/foundational/adam-medical-devices/adamig-medical-devices-v1-0
https://www.cdisc.org/standards/foundational/adam/adamig-non-compartmental-analysis-input-data-v1-0
https://www.cdisc.org/standards/foundational/adam/adam-structure-occurrence-data-implementation-guide-v1-1
https://www.cdisc.org/standards/foundational/adam/basic-data-structure-adam-poppk-implementation-guide-v1-0
https://www.cdisc.org/standards/foundational/adam/adam-metadata-submission-guidelines-v1-0
https://www.cdisc.org/standards/foundational/adam/adam-examples-traceability-v1-0
https://www.cdisc.org/standards/foundational/adam/adamig-v1-2
https://www.cdisc.org/standards/foundational/adam/adam-v2-1
https://www.cdisc.org/standards/foundational/adam/adam-conformance-rules-v5-0
https://www.cdisc.org/standards/foundational/adam/adam-conformance-rules-v5-0
https://www.cdisc.org/standards/foundational/adam/adam-structure-occurrence-data-occds-v1-0
https://www.cdisc.org/standards/foundational/adam/adam-structure-occurrence-data-implementation-guide-v1-1
https://www.cdisc.org/standards/foundational/adam/adam-structure-occurrence-data-occds-v1-0
https://www.cdisc.org/standards/foundational/adam/adam-basic-data-structure-bds-time-event-tte-analyses-v1-0
https://www.cdisc.org/standards/foundational/adam/adam-examples-commonly-used-statistical-analysis-methods
https://www.cdisc.org/standards/foundational/define-xml/analysis-results-metadata-arm-v1-0-define-xml-v2-0
https://www.cdisc.org/standards/foundational/adam/adamig-v1-1
https://www.cdisc.org/standards/foundational/adam/adam-v2-1
https://www.cdisc.org/standards/foundational/adam/adam-conformance-rules-v5-0
https://www.cdisc.org/standards/foundational/adam/adam-conformance-rules-v5-0
https://www.cdisc.org/standards/foundational/adam/adam-structure-occurrence-data-occds-v1-0
https://www.cdisc.org/standards/foundational/adam/adam-structure-occurrence-data-implementation-guide-v1-1
https://www.cdisc.org/standards/foundational/adam/adam-structure-occurrence-data-occds-v1-0
https://www.cdisc.org/standards/foundational/adam/adam-basic-data-structure-bds-time-event-tte-analyses-v1-0
https://www.cdisc.org/standards/foundational/adam/adam-examples-commonly-used-statistical-analysis-methods
https://www.cdisc.org/standards/foundational/define-xml/analysis-results-metadata-arm-v1-0-define-xml-v2-0
https://www.cdisc.org/standards/foundational/adam/adamig-v1-0
https://www.cdisc.org/standards/foundational/adam/adam-v2-1
https://www.cdisc.org/standards/foundational/adam/adam-conformance-rules-v5-0
https://www.cdisc.org/standards/foundational/adam/adam-conformance-rules-v5-0
https://www.cdisc.org/standards/foundational/adam/adam-data-structure-adverse-event-analysis-v1-0
https://www.cdisc.org/standards/foundational/adam/adam-basic-data-structure-bds-time-event-tte-analyses-v1-0
https://www.cdisc.org/standards/foundational/adam/adam-examples-commonly-used-statistical-analysis-methods
https://www.cdisc.org/standards/foundational/define-xml/analysis-results-metadata-arm-v1-0-define-xml-v2-0

ADaMIGH 3

- ADoMIG V1.2

o BDS variable PARAMTYP was deprecated in ADaMIG v1.]1
o New variables:
- ATOXGRN and BTOXGRN were added representing the numeric versions of ATOXGR and BTOXGR.

- Ten new variables were added for bi-directional lab toxicity: ATOXGRL, ATOXGRLN, ATOXGRH,
ATOXGRHN, BTOXGRL, BTOXGRLN, BTOXGRH, BTOSGRHN, ATOXDSCL, & ATOXDSCH

o Examples added for the new Bi-directional Lab Toxicity variables

« ADaMIG v1.3:

o OCCDS vl.1:
- New variables: TREMxxFL, TRTEMWFL, ONTRxxFL, ONTRTWFL, ADECODy
— Cumulative Dose Group 1 from DOSCMGRT1 to DOSCUMGI
- Added analysis of protocol deviations example

o ADAMIG-NCA v1.0, ADaMIG-MD v1.0
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- ADSL (Subject-level Analysis Dataset)
o R H KT EEEE

- BDS (ADaM Basic Data Structure)
o FHEAHIE L

o TTE (Time-to-Event Analysis Dataset)
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- OCCDS (ADaM Occurrence Data Structure)
o KRB
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- R
o STUDYID, USUBJID, SUBJID, SITEID, SITEGRY, SITEGRYN
S-S INSEL T
o AGE, AGEU, AGEGRY, AGEGRYN, SEX, RACE, RACEGRY, RACEGRYN
WS
o FASFL, SAFFL, ITTFL, PPROTFL, COMPLFL, RANDFL, ENRLFL
T AR

o ARM, ACTARM, TRTxxP, TRTxXPN, TRTxxA, TRTxXAN, TRTSEQP, TRTSEQPN, TRTSEQA, TRTSEQAN,
TRXXPGyY, TRXXPGYN, TRxXAGY, TRXxxAGYN

- IRITI AR E
o TRTSDT, TRTSDTM, TRTEDT, TRTEDTM, TRxxSDT, TRXxXSDTM, TRXXEDT, TRXxXEDTM
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o APxxSDT, APXxSDTM, APXxXEDT, APxxEDTM
4w oY TR

o EQOSSTT, EOSDT, DCSREAS, EOTSTT, DCTREAS, EOTxxSTT, DCTxxXRS, EOPxxSTT, DCPxxRS, RFICDT,
ENRLDT, RANDDT, LSTALVDT, TRxxDURD, TRTDURD, DTHDT, DTHCAUS

. AR

o STRATAR, STRATARN, STRATWR, STRATWRN, STRATAYV, STRATAVN, STRATWV, STRATWVN
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Table 14.2.1
ADSL where ITTFL = 'Y’ Demographics
ITT Population

; Placebo ; CDE_01 ; Total
! MN=xx ni%) n(%)

Age TRTO1P

1 1 ;. 1 ; 1 ;. |
tommm e, tommm e, Pl okl
___________________________________________________________________________________________________________________________________________________ 4

Standard Deviation !

10
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- Q1: All baseline/disease characteristics variables in ADSL?

Height (cm)
n
Mean
SD
Median
Q1, Q3
Min, Max

Weight (kg)
n
Mean
SD
Median
Q1,Q3
Min, Max

[Header]

ADYS where PARAMCD in (‘HEIGHT' ‘WEIGHT’)
and ABLFL = 'Y’

XX
XX.X
XX.X
XX.X

XXX, XX.X

XX, XX

XX
XX XX
XX XX
XX XX
XX.XX, XX.XX
XXX, XX.X
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Pre-ADSL! ADXXXXXX ADSL2

1. Contains core variables and additional ones that are needed for other ADaM datasets
2. Contains variables that are better derived at other ADaM datasets

12
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o TRTP, TRTPN, TRTA, TRTAN, TRTPGy, TRTPGyN, TRTAGY, TRTAGYN, DOSEP, DOSCUMP, DOSEA,
DOSCUMA, DOSEU
- I [EAR &
o ADT, ADTM, ADY, AVISIT, AVISITN, ATPT, ATPTN, ATPTREF, APERIOD, APERIODC
- TS HLE
o PARAM, PARAMCD, PARAMTYP, PARCATy, PARCATYN, AVAL, AVALC, AVALCATy,

AVALCAVYN, BASE, BASEC, BASECATy, BASECAYN, BASETYPE, CHG, CHGCATy, CHGCATYN,
PCHG, PCHGCATy, PCHGCAYN, SHIFTy, SHIFTyN

o AT EAEN AR
o CRITy, CRITyFL, MCRITy, MCRITYN
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T
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o SATIR AR &
o DTYPE, AWTARGET, AWTDIFF, AWLO, AWHI
o IR FIEAFI )R
o STARTDT, STARTDTM, CNSR, EVNTDESC, CNSDTDSC
. FRMEANYE EA B
o ATOXGR, ATOXGRN, BTOXGR, BTOXGRN, ANRIND, BNRIND, ANRLO, ANRHI, ATOXGRL,
ATOXGRLN, ATOXGRH, ATOXGRHN, BTOXGRL, BTOXGRLN, BTOXGRH, BTOXGRHN
- PRIHARE
o ABLFL, ANLzzFL, ONTRTFL, LVOTFL
- RSB A =
o SRCDOM, SRCVAR, SRCSEQ
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ADVS where ITTFL = ‘'Y’ and PARAMCD = ‘PULSE’ and ANLOTFL = ‘Y’ and ABLFL A="Y’

CHG/BASE
AVISITN

Table 14 x.x
Mixed-effects Model Fepeated Measures Analysis of Change from Baseline of Pulse
ITT Population
Difference TRTPN
Placebo CDE_01 (CDE_01 vs Placeba)
Week2
Mean (SD) o () o (i) ()
Median . . .
Min; Max Mo XX Mo XN Mo XN
LS Mean (5E) o () o (i) ()
95% CI KK HELK KK KA KK M
P value W
Weeks
Mean (SD) o () o (i) ()
Median . . .
MAin, Max K K K
LS Mean (5E) o () o (i) ()
95% CI KK HELK KK KA KK M
P value W




BDS - ANCOVA

Summary E.1
Lumbar Spine Bone Mineral Density Percent Change From Baseline at Month 24
(ITT Population, LOCF Data, ANCOVA Model)

% Change From Baseline Treatment Difference (Drug ABC — Placebo)
1 LS Mean® 95% CT* LS Mean® 95% CT" p-value®
Drug ABC (N =xxX) XxX XX (X.X. X.X)
Placebo (N = xxx) XXX X.X (X.X. X.X) X.X (X.X. X.X) X.XXXX
Page 1 of 1

N =ITT population. n = number of subjects with non-missing percent change from baseline at month 24

CI = Confidence interval

LS = Least squares

“Based on ANCOVA model adjusting for planned treatment. baseline BMD value. machine type. and baseline BMD
value by machine type interaction.
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Metadata Field

Metadata

DISPLAY IDENTIFIER

Summary E.1

DISPLAY NAME

Lumbar Spine Bone Mineral Density Percent Change
From Baseline at Month 24 (ITT Population, LOCF
Data, ANCOVA Model)

RESULT IDENTIFIER

Treatment difference results (LSMean, confidence
interval, p-value)

PARAM DXA BMD at Lumbar Spine (g/cmA2)

PARAMCD BMDLS

ANALYSIS VARIABLE PCHG

REASON Primary efficacy analysis as pre-specified in protocol
DATASET ADBMD

SELECTION CRITERIA

ITTFL="Y" and PARAM="DXA BMD at Lumbar Spine
(9/cmA2)" and AVISIT="MONTH 24" and
ANLOTFL="Y"

DOCUMENTATION See SAP Section XX for details.
PROGRAMMING PROC MIXED DATA= ADBMD;
STATEMENTS CLASS TRTP BMMCHTYP;

MODEL PCHG = BASE BMMCHTYP BASE*BMMCHTYP TRTP;
LSMEANS TRTP / OM PDIFF = CONTROL (“Placebo”) CL;
RUN;
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PARAMCD | AVISIT AVISITN || TRTP  |ITTFL AVAL | BASE|CHG | PCHG | ABLFL | DTYPE | AWTDIFF | ANLO1FL
BMDLS BASELINE | 2 Drug ABC |Y 0992 | 0992 Y 0 Y
BMDLS MONTHG |3 Drug ABC Y 1.025 10892 | 0033 | 333 20 Y
BMDLS MONTH 12 | 4 Drug ABC |Y 1033 [0992 | 0.041 | 413 1 Y
BMDLS MONTH 18 | 5 DrugABC|Y 1025 10992 | 0033 | 333 26 Y
BMDLS MONTH 24 | 6 DrugABC |Y  1.060 | 0.992 | 0.068 | 685 30

BMDLS MONTH 24 | 6 Drug ABC |Y  1.072 |0.992 | 0.080 | 8.06 10 Y
BMDLS MONTH 30 | 7 Drug ABC |Y 1072 |0.992 | 0.080 | 8.06 LOCF [173 Y
BMDLS MONTH 36 | 8 DrugABC|Y 1021 {0,992 | 0.029 | 292 2 Y
BMDLS MONTH 36 | 8 Drug ABC Y 1086 10992 {0004 1948 | |7




BDS - Category Analysis

Summary E.2

Subjects with =3% Change from Baseline in Lumbar Spine Bone Mineral Density
(ITT Population, OC Data)

at Month 36

Subjects completing Month 36
Subjects with =3% change from baseline
P-value [1]

Drug ABC Placebo
(N=xxx) (N=xxx)

XXX (XX.X%)

XXX (XX.x%)

N=ITT population

[1] p-value computed using Fisher’s Exact Test.

OC Data are data as observed (1.e.. no imputation for missing values)
Subjects with missing BMD data at Month 36 are excluded from the analysis.

Page 1 of 1




BDS - Category Analysis (%£)

Metadata Field

Metadata

DISPLAY IDENTIFIER

Summary E.2

DISPLAY NAME

Subjects with >3% Change from Baseline in Lumbar Spine Bone Mineral Density at
Month 36 (ITT Population, OC Data)

RESULT IDENTIFIER

<intentionally left blank>

PARAM DXA BMD at Lumbar Spine (g/cm”2)
PARAMCD BMDLS

ANALYSIS VARIABLE CRIT1FL

REASON Pre-specified in SAP

DATASET ADBMD

SELECTION CRITERIA

ITTFL="Y” and PARAMCD="BMDLS” and AVISIT="MONTH 36” and ANLO1FL="Y” and
DTYPE=" “ and PCHG not missing

DOCUMENTATION

PROGRAMMING
STATEMENTS




BDS - Category Analysis (%

2)
N

CRIT1

PARAMCD | AVISIT AVISITN AVAL |BASE|CHG |PCHG CRIT1FL | ABLFL | DTYPE | AWTDIFF | ANLO1FL
BMDLS BASELINE | 2 0.992 0992 Y 0 Y
BMDLS MONTHE |3 1025 {0992 {0033 {333 | >3% change from baseline | Y 2 Y
BMDLS MONTH 12 | 4 1033 10992 | 0.041 {413 |>3% change from baseline | Y 1 Y
BMDLS MONTH 18 | 5 1025 {0992 {0033 {333 | >3% change from baseline | Y 20 Y
BMDLS MONTH 24 | 6 1060 0992 | 0.068 | 685 | >3% change from baseling | Y 30

BMDLS MONTH 24 | 6 1072 10992 | 0080 | 806 | >B% change from|baseline | Y 10 Y
BMDLS MONTH 30 | 7 1072 (0992 | 0080 | 806 |>3% change from baseline | Y LOCF |173 Y
BEMDLS MONTH 36 | 8 1021 10992 (0.029 | 292 ] Y
BMDLS MONTH 36 | 8 1086 {0992 | 0.094 | 948 | >3% change from baseline | Y 7




BDS - Repeated Measures Analysis

Summary E.3
Lumbar Spine Bone Mineral Density Percent Change From Baseline to Month 24

(ITT Population, OC Data, Repeated Measures Analysis)

% Change From Baseline Treatment Difference (Drug ABC — Placebo)
LS Mean® 95% CI* LS Mean® 95% CT* p-value®
Drug ABC (N = xxx) X.X (X.X, X.X)
Placebo (N = xxx) X.X (XX, X.X) XX (XX, X.X) X.ENXX

Page 1 of 1
N =ITT population
OC Data = Observed Cases Data (i.e.. data as observed with no imputation for missing values)
LS = Least squares
"Based on mixed-effects model repeated measures analysis. adjusting for planned treatment. time and treatment by
time interaction. baseline BMD value. and baseline BMD value by time interaction.




BDS - Repeated Measures Analysis (4£)

Metadata Field

Metadata

DISPLAY IDENTIFIER

Summary E.3

DISPLAY NAME

Lumbar Spine Bone Mineral Density Percent Change From
Baseline to Month 24 (ITT Population, OC Data, Repeated
Measures Analysis)

RESULT IDENTIFIER

Treatment Difference (LSMean, confidence interval, p-value)

PARAM

DXA BMD at Lumbar Spine (g/cmA?2)

PARAMCD BMDLS
ANALYSIS VARIABLE PCHG

REASON ad hoc analysis
DATASET ADBMD

SELECTION CRITERIA

AVISITN>2 and AVISITN<=6 and ITTFL="Y" and DTYPE = * * and
PARAMCD="BMDLS"” and ANLOTFL="Y"

DOCUMENTATION
PROGRAMMING PROC MIXED DATA=ADBMD;
STATEMENTS CLASS USUBJID AVISITN TRTPN;

MODEL PCHG = TRTPN AVISITN TRTPN*AVISITN BASE
BASE*AVISITN / OUTP=PRED DDFM=KR;

REPEATED AVISITN / SUBJECT=USUBJID TYPE=UN; LSMEANS
TRTPN / DIFF CL;

RUN;




BDS - Repeated Measures Analysis (%

PARAMCD | AVISIT AVISITN [[TRTP  [ITTFL AVAL |BASE | CHG |PCHG | ABLFL | DTYPE | AWTDIFF | ANLOTFL
BMDLS BASELINE |2 DrugABC |Y 0992 10992 Y 0 Y
BMDLS MONTHE |3 DrugABC | Y 1.025 (0992 [ 0033 | 333 2 Y
BMDLS MONTH 12 | 4 DrugABC |Y  1.033 |0.992 [ 0.041 | 413 1 Y
BMDLS MONTH 18 | 5 DrugABC | Y 1.025 | 0992 | 0.033 |3.33 26 Y
BMDLS MONTH 24 | 6 Drug ABC|Y  1.060 10992 | 0.068 | 6.85 30

BMDLS MONTH 24 | 6 DrugABC | Y 1.072 10992 | 0.080 | 8.06 10 Y
BMDLS MONTH 30 | 7 DrugABC |Y  1.072 |0.992 | 0.080 |8.06 LOCF 173 Y
BMDLS MONTH 36 | 8 DrugABC | Y 1.021 (0992 | 0.029 | 292 . Y
BMDLS MONTH 36 | 8 DrugABC | Y 1.086 10992 | 0.094 | 948 2




W% vs ¥4

- Rule 1. A parameter-invariant function of AVAL and BASE on the same row that does not involve a
transform of BASE should be added as a new column. [q]47 Jo 4 e —> B8 15 4|

- Rule 2. A transformation of AVAL that does not meet the conditions of Rule 1 should be added as @
new parameter, and AVAL should contain the transformed value. i i —> 8155 24

- Rule 3. A function of one or more rows within the same parameter for the purpose of creating an
analysis timepoint should be added as a new row for the same parameter. [F]Z-5 7 HT R A —> #i4T

- Rule 4. A function of multiple rows within a parameter should be added as a new parameter. [F] 2%
11— iz

- Rule 5. A function of more than one parameter should be added as a new parameter. 22 —> =
£

- Rule 6. When there is more than one definition of baseline, each additional definition of baseline
requires the creation of its own set of rows. £ L4 —> #if7 (BASETYPIX 7))
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- FHYRhS A3 KA &
o MedDRA: --TERM, --DECOD, --BODSYS, --LLT, --HLT, --HLGT, --SOC
o WHO Drug: CMTRT, CMDEOCD, CMCLAS, ATCy
o HAhr2RAE: -CAT, -SCAT, ACATy
- I [EAR &
o ASTDT, ASTDTM, ASTDTF, AENDT, AENDTM, AENDTF, ASTDY, AENDY, ADURN, ADURU,
APERIOD, APERIODC

--OCCUR, --PRESP, ANLzzFL
AE: TRTEMFL, TREMxXFL

©)

©)

o CM: ONTRTFL, ONTRxxFL
o AE & CM: PREFL, FUPFL
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o HFRICTE
o AOCCFL, AOCCPFL, AOCCIFL, AOCCPIFL, AOCCzzFL
o MedDRAZFHFric A &E: AOCCSFL, AOCCSIFL
- WBITIEA &
o DOSEON, DOSCUMA, DOSEU
- FHIRAE
o --SEV vs ASEV/ASEVN, --REL vs AREL/ARELN, --TOXGR vs ATOXGR/ATOXGRN

o SEVGRY, SEVGRYN, RELGRY, RELGRYN, TOXGGRY, TOXGGRyYN
- MedDRAMMEMNE ML &

o SMQzzNAM, SMQzzSC, CQzzNAM
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ADAE where SAFFL = 'Y’ and TRTEMFL = ‘Y’

ADSL where SAFFL = 'Y’

Table 14.2.7.1

Summary of Treatment Emergent Adverse Events by System Organ Class and Preferred Term

Analy=is Population: Safety
AEBODSYS
AEDECOD

Treatment A

TRA S

Treatment B

SYSTEM ORGAN CLASS (N =xxx) (N =xxx)
Preferred Term n (%) n (%)
MNumber of subjects reporting at least one adverse event x (xx) x (xx)
BLOOD AND LYMPHATIC SYSTEM DISOERDEES
At least one event x (x.x) x40 AOCCSFL=Y
Anasmia i
(e Sl AOCCPFL=Y
x (x.x) x (x.x)



OCCDS - Overlapping or Consecutive AE

Subjects with any resolved event - n (%) XX (XX.X)
Number of resolved events XX
Number of days experiencing resolved events (days)
nlel XX.X
Mean XX.X
SD XX.XX
Median XX.XX
Q1, Q3 XX.X, XX.X
Min, Max XXX, XX.X
Subjects with unresolved event - n (%) XX (XX.X)
Number of unresolved events XX




OCCDS - Overlapping or Consecutive AE (%42)
AEDECOD AETOXGR ASTDT AENDT ADURN ADURU DOSEON DOSEU
Nausea 1 2024/1/1 (2024/1/5 |5 DAYS 10 mg
Nausea 2 2024/1/6 12024/1/10 |5 DAYS 10 mg

ADAE-Pooled
AEDECOD pjpe)(cie;dm ASTDT AENDT ADURN ADURU DOSEON DOSEU

Nausea

1

2024/1/1

2024/1/10

10

DAYS

10

mg

Nausea

2

2024/1/6

2024/1/10

5

DAYS

10

mg
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ADaM model v3.0 for public review in 2025

- Consolidation of ADaM model v2.1 and IGs (ADaMIG v1.3, OCCDS v1.1, NCA v1.0) info an
overarching ADaM Model & IG

ADaMIG for Anti-Drug Antibody (ADA) v
ADaM examples for Pharmacokinetics Parameters (PP) v

- To detail the process starting from the creation of non-compartmental analysis (NCA) file to
ADPP

ADaM Oncology Examples

ADaM example datasets for Lab Displays v
- To support the draft FDA Standard Safety Tables and Figures Intfegrated Guide (ST&F IG)*

* https://www.requlations.gov/document/FDA-2022-N-1961-0046



https://www.regulations.gov/document/FDA-2022-N-1961-0046
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