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Section 1:Unscheduled Visits




Introduction

» To standardize how visits are numbered and
guarantee consistent, chronological display of
event in SDTM the PhUSE group created guidance
for populating unscheduled visit mapping

» From this guidance CDASH & SDTM group
created a Best Practice document to assist with
mapping unscheduled visits in SDTM

» Best practice is the suggested method from now
on but it is not a standard process. Study and/or
sponsor requirements may deviate from this
guidance




Best Practice - Overview

>

First create TV domain, can also provide guidance to
eDC or vendors on how to label visits

Then create SV domain, as a “master look-up” table
from all observation class data. Use database data and
vendor data and include visit dates only

Studies in Datalabs can use raw EVENTINFO dataset and
studies using Medidata RAVE can use raw VISIT dataset
for non-vendor data (first check these datasets are
complete and reliable)

Sort SV by date order and for each unscheduled visit
that occurs after a scheduled visit assign visitnum as
the scheduled VISITNUM + 0.01




Rules for assigning unscheduled visits in SV

4

Leave VISIT null for unplanned visits, unless sponsor requests
otherwise

Do not impute partial or missing dates, assign the chronology
based on date parts that are present only

If it is not possible to determine chronology of an unplanned
visit then assign VISITNUM as 999

Use SVUPDES to assign the source(s) of the unplanned visit

If unplanned visit falls on same day as a planned visit then
assume the planned visit occurs first when assigning
VISITNUM - regardless of time

For each observation class domain, populated VISIT/VISITNUM
by comparing date with SVSTDTC/SVENDTC




Examples

» The following are slides that display how this best
practice will handle different scenarios often found
within study data

» For each example consider the following protocol
design and TV dataset:

Protocol TV

VISITNUM |Vitals PE* [ECG Lab VISITNUM  |VISIT
1lx X X X 1| Screening
2|x X 2| Week 1
3% X X 3| Week 2
4l x X X 4|'\Week 3
5% X X 5| Week 4
B|x X 6| Week 5
7 X X X 7| Week 6

*Assume PE 1 day later




Example 1 - Subject without any unplanned events

Source Data
Vitals Physical Exam Lab Vendor ECG Vendor
VISITNUM |VSDTC VISITNUM |PEDTC VISITNUM  |LBDTC VISITNUM |EGDTC
1| 2015-D4-01 1| 2015-04-02 1| 2015-0201 1| 20150201
2| 2015-04-08 3| 2015-04-09 3|  201s-04-15 a| 2015-04-22
. 3| 2015-D415 3 2015-04-16 5|  2015-0429 7| 20150513
S u b_j ect h daS No 4| 2015-04-22 4| 2015-04-23 7| 2015-0513
5| 2015-04-29 5| 2015-04-30
unSChedUIed 5 2015-05-06 6| 2015-05-07
HPR 7| 2015-05-13
visits. SV
consists of raw
o 50TM VISITNUM |VISIT SWSTDTC]  SVENDTC|SVUPDES
data visits and 1|screening | 2015-04-01] 2015-04-02
.. 2| week 1 2015-04-08| 2015-04-09
this is merged [ Weekz | 20150615_201506.15
2| week 3 2015-04-22| 2015-04-23
on to eac h 5| Week 2 3015-04-29| 2015-04-30)
: &|Week 5 2015-05-06| 2015-05-07
S DTM d omain 7| Week 6 2015-05-13| 2015-05-13
by date
Vitals Physical Exam Lab Vendor ECG Vendor
VISITNUM |VSDTC VISITNUM |PEDTC VISITNUM  |LBDTC VISITNUM |EGDTC
1| 2015-04-01 1| 2015-04-02 1| 201s-0201 1| 2015-02-01
2| 2015-04-08 2| 2015-04-09 3| 201s-0815 4| 2015-04-22
3| 2015-04-15 3| 2015-04-16 5|  2015-04-29 7| 2015-05-13
4 2015-0422 4| 2015-04-23 7| 2015-0513
5| 2015-04-29 5| 2015-04-30
6 2015-05-06 6| 2015-05-07




Example 2 - Subject with unplanned events, lab only expecting
visit 1, 3, 5, 7 and does not know when Visit 2, 4, 6 occur (1)

In this case
unplanned visit
occurs on same date
as planned visit, but
from other data.

Sort data
chronologically b
SVSTDTC and ad
0.07 to VISITNUM of
the planned visit

for unplanned
VISITNUM

VISIT is null but can
be set to
“Unscheduled Week
2.017, “Unscheduled
Week 4.017,
“Unscheduled Week
6.017 if preferred

Source Data
Vitals Physical Exam Lab Vendor ECG Vendor
VISITMUM [WSDTC VISITNUM |PEDTC VISITMNUM LBEDTC VISITMUM |LBDTC
1 2015-04-01 1| 20150402 1 2015-04-01 1| 2015-04-01
2 2015-04-08 2| 2015-04-09 99 2015-04-08 4| 2015-04-22
3 2015-04-15 3| 2015-04-16 3 2015-04-15 7| 2015-05-132
4|  2015-04-22 4| 2015-04-23 99 2015-04-22
5 2015-04-29 5| 2015-04-30 5 2015-04-29
=] 2015-05-06 6| 2015-05-07 99 2015-05-06
7| 2015-05-13 7 2015-05-13
SOTM VISITNUM | VISIT SVSTDTC SVEMDTC|SVUPDES
1|5creening 2015-04-01) 2015-04-02
Z|Week 1 2015-04-08| 2015-04-09
2.01 2015-04-08| 2015-04-08|LB
3|Week 2 2015-04-15| 2015-04-16
4|Week 3 2015-04-22| 2015-04-23
4.01 2015-04-22| 2015-04-2Z|LB
5|Week & 2015-04-29|  2015-04-30
&6lWeek 5 2015-05-06| 20150507
6.01 2015-05-06| 2015-05-06|LB
Tlweek 6 2015-05-13| 2015-05-13
Vitals Physical Exam Lab Vendor ECG Vendor
VISITMUM [WSDTC VISITNUM |PEDTC VISITMNUM LBEDTC VISITNUM |[EGDTC
1 2015-04-01 1| 20150402 1 2015-04-01 1| 2015-04-01
2 2015-04-08 2| 2015-04-09 2.01 2015-04-08 4| 2015-04-22
3 2015-04-15 3| 2015-04-16 3 2015-04-15 7| 2015-05-132
4 2015-04-22 4 2015-04-23 4.01 2015-04-22
5 2015-04-29 5| 2015-04-30 5 2015-04-29
6 2015-05-06 6| 2015-05-07 6.01 2015-05-06




Example 3 - Subject with unplanned events, lab only expecting
visit 1, 3, 5, 7 and does not know when Visit 2, 4, 6 occur (2)

Source Dats

itals Physical Exam Lab Vendor EC Wendor
VISITNUM [VSDTC VISITNUM |PEDTC VISTNUM  |LBOTC VISITNUM |LBOTC
1| 20150401 1| 201544-02 1| 20150401 1| 20154401
2| 20150408 2| 2015-04-09 og| 20150410 4 2015-04-22
3| 20150215 3| 2015-04-18 3| 2oi50es 7| 20150513
4| 2050822 4| 201502-23 oa| a015-0e-24
- 5| 2015404-28 5| 2015-04-30 5| 20150428
SI mi |ar to 8| 20150508 8| 2015-05-07 og| 20150509
: 7| 20150513 7| i3
previous
€xamp l € b ut SOTIA sv  [vismum [visiT SVSTDTC|  SVENDTC|SVUPDES
ViS |t OCCUrs on 1|screening | 2005-0a-01] 20150442

I|weskl 2015-04-0B| 20050205

dlffe rent day to 20 201504-10| 201504-10(L6
. . Week 2 2005-4-15| 20d5-04-15
planned visits

Lid

Week3 2015-04-22] 2005-04-23
401 2005-04-24] 2005-04-24)LE
Wk 2 2005-04-20  2005-04-30
lweek s 2015-05-08| 20050507
6.01 2015-05-08| 2005-05-05|LB
Week § 2015-05-13| 2005-05-13

e

un

=

itals Physical Exam Lab Vendor EC Wendor
VISITHUM [WSOTC VISITHUM |PEDTC VISITMURM  |LBOTC VISITHUM (LBDTC
1) 20050401 1) 2015-04-02 1 2015-04-01 1) 2015-04-01
2| 20050408 2| 2015-04-02 201 200 5-04-10 4| 2015-04-22
3| 2005404-15 3| 2015-04-18 3 2015-04-15 7| 2015405-13
4] 2005404-22 4) 2015-04-23 401 2015-04-24
5| 200540429 5| 2015-04-30 5 201 5-04-29)
6| 2005405405 6| 2015-05-07 5,01 20050505
7| 2015-05-13 7 2015-05-13
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Example 4 - Subject with unplanned events, lab only expecting visit 1,
3, 5, 7 and does not know when Visit 2, 4, 6 occur. Lab Visit 1 is also
done on 4/3/2015 ——

vitals Physical Exam Lab vendor ECG Vendor
VISITHUM |WSDTC VISITHUN |PEDTC VISITMUM  |LBDTC VISITMUM |EGDTC
1| 2015-0a01 1| 2015-0a-02 1 20050402 1| zo15-0a-0:
2| 20150408 2| 2015-pa-09 1|  20a5-0a-03 9| 2015-04-0;
3| 2015-02-135 3| z015-0a-15 go| 20150408 4| z015-0a-2;
Th e un p | ann ed 4] 201540822 4| 2015-pa-23 3 2015-04-15 7| 2015-05-1:
5| 2015-04-29 s| 2015-04-30 oo| 20150424
PE d at a on 6 20150508 g| 2015-05-07 5 2005-04-25
ga| 2015-05-13 3a| 2015-05-08] s 20150508
2 O ] 5 — O 5 — O 8 7| 2015-05-13 7 2015-05-13
an d un p | anne d SOTR sv  [wisTruma [wism SWSTDTC|  SWENDTC[SVUPDES
Ia b d ata on 1|screening | 20d5-04-01] 2045-04-03
1.01 2005-04-02| 2005-0se-02|EG
2 O 'l 5 _ O 5 _ O 9 2| weeka 25-04-08] 20150209
.01 2005-04-08| 200s-0s-03|LE
both occur after uens |z oo
a|weeks 2005-04-22| 2005-04-23
VI S ITN U M — 6 401 2015-04-24| 2015-04-24|LE
- s|week 4 2005-04-78| 2005-04-30
La b d ata g e t S &|vweek s 2015-05-08| 20150507
.01 2045-05-08 20ds-0s-0m|pE
ass | g he d .02 0d5-05-08| 2o1sos-os|Ls
7|weeks 2015-05-13| 2005-05-13
VI S ITN U M — 6 O 2 7.01 2015-05-13| 2015-05-13|vs
witals Physical Exam Lab vendor ECG Wendor
VISITHUM |WSOTC VISITHUN |PEDTC WVISITHUM  |LBDTC VISITHUM |EGDTC
1| 20150801 1| 2015-pa-02 1 2005-04-02 1| 2015-0a-0:
2| 20150408 2| 2015-0u-09 1|  2015-04-03 104 2015-04-0;
3| 2015-04-15 3| 2015-04-15 2m 2005-04-03 4| 2015-0a-2;
4 201540222 4| 2015-0a-23 3 2005-04-15 7| zo15-05-1:
5| 2015-04-23 s| z015-04-30 401 2005-04-24
6| 20150508 8| 2015-05-07 5 2005-04-25
7.01] 20150513 &.01] 2015-05-08 6.02 2005-05-03
7| 2015-05-13 7 2005-05-13




Example 5 - Subject with unplanned events, lab only expecting
visit 1, 3, 5, 7 and does not know when Visit 2, 4, 6 occur (3)

» VS, PE unplanned

visit occurs after
VISITNUM=6 and
lab unplanned is
after VISITNUM=5
but both have
same date

Assigning
chronologically in
SV puts VISITNUM
as 6.01

SVUPDES would
record the fact

that visit comes
from VS, PE and
Laboratory data

Source Cata

Vitals Physical Exam Lab Wendor ECG Vendor
WVISITHUM |WSDTC VISITHUM | PEDTC WVISITHUM  |LBDTC VISITHUM |EGDTC
1] 2015-02-D1 1| 2015-04-02 1 201 5-04-032 1| 2015-04-01
2|  2015-02-0E 2| 2015-04-09 3 2015-04-15 4| 2015-04-22
3|  2015-04-15 3| 2015-04-16 5 2015-04-29 7| 2015-05-13
4]  2015-02-22 4| 2015-404-23 ] 201 5-05-0
5 2015-02-25 5| 2015-04-30 7 2015-05-13
6] 2015-05-DS 6| 2015-05-07
99 20150505 298] 2015-05-09
7| 2015-05-13
SOt 5w SWSTOTC SWVEMDTC|SVUIPDES
1] 2015-04-01) 2005-0d-02
2| 2015-04-0B] 2005-0d-02
3| 2015-04-15] 2005-04-16
4| 2015-04-22] 2005-0-23
5| 2015-04-28] 2005-04-30
6| 2015-05-06| 2015-05-07
6.01| 2015-05-09| 2015-05-02|VS, PE, LB
7| 2015-05-13] 2005-05-13
Vitals Physical Exam Lab Wendor ECG Vendor
WVISITHUM |WSDTC WISITHUM | PEDTC VISITHUM  |LBEDTC WVISITHUM |EGDTC
1] 2015-02-D1 1] 2015-04-02 1 201 5-04-02 1| 2015-04-01
2|  2015-04-DE 2| 2015-04-09 3 2015-04-15 4| 20150422
3| 2015-02-15 3| 2015-04-16 5 2015-04-25 7| 2015-05-13
4]  2015-02-22 4| 2015-04-23 £.01 2015-05-0
5| 2015-02-25 5| 2015-04-30 7 2015-05-13
6] 2015-05-D5 6| 2015-05-07
2L5-05-0r3 56.01| 2015-05-09
7| 2015-05-13
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Example 6 - Subject with unplanned events with partial

observation dates

»

Partial dates
not enough to
determine
VISITNUM so
set to 999.01
and 999.02

VISIT could be
set as

“Unscheduled”

if needed

Source Dtz
itals Physical Exam Lab vendor ECG Vendor
VISITHUM [VSOTC VISITNUR |PECTC VISITHMUR  |LEDTC VISITHUM [EGDTC
1| 20150401 1] 2015-04-02 1 20150402 1| 2015-04-01
2| 20150408 2| 2015-03-09 3 2015-04-15 4l 2015-04-22
3| 2015-0£-15 3| 2015-04-16 5 201 5-04-29 7| 20150513
4]  2015-04-22 4] 2015-04-23 Ee 2015-05 s8] 2015-04
5| 2015-04-29 5| 2015-04-30 7 2015-05-13
6| 2015-05-0& 6| 2015-05-07
7| 2015-05-13
SO WV SWSTDTL|  SWENDTC|SVUPDES
1| 2015-04-01) 2015-04-02
2| 2015-043-0E) 2015-04-08
3| 2015-04-15]) 2015-04-15
4| 2015-04-22| 2015-04-23
5| 2015-04-28) 2015-04-30
6] 2015-05-06] 2015-05-07
7| 2015405-13| 2005-05-13
£59.01| 2015-04 EG
228.02) 2015-05 LB
Vitals Physical Exam Lab Wendor ECG Vendor
VISITHUM (VSOTC VISITNUR |PEDTC VISITMUR  |LBOTC VISITMUM (EGDTC
1| 20150401 1| 2015-03-02 1 2015-04-02 1| 2015-04-01
2| 20150408 2| 2015-043-0% 3 2015-04-15 4| 2015-04-22
3| 2015-0£-15 3| 2015-04-16 5 2015-04-25 7| 2015-05-13
4 2015-0£-22 4| 2015-04-23 7 2015-05-13 ges0l) 2015-04
5 2015-0£-29 5| 2015-04-30 552,02 2015-05
6] 20150506 6] 2015-05-07
7| 2015-05-13




Example 7 - Subject with unplanned events with partial/ missing
observation dates o

Vitals Physical Exam Lab Wendor ECG WVendor
VISITHUM |VSDTC VISITNUM |PEDTC VISITHUM  [LBOTC VISITNUM |EGDTC
. | 20150401 1| 2015-0a-02 1|  2015-04-02 1| 2015-0a-01
» Do not impute 2| 2015-04-08 2| 2015-04-02 3| 2015-04-15 4 z015-04-22
dates. 3| 20150413 3| 2015-04-18 5| 2015-04-29 7| 2015-05-13
| 20150422 4 2015-0a-23 7| 2015-03-13 so( 2015-04
5[ 2015-04-29 5[ z013-04-30 o3 59
6| 20150508 8| 2015-05-07
» Partial dates not 7| 20150513
enough to
d eterm i ne SOTRA ) SWSTDTC|  SVENDTC|SVUPDES

2015-04-01) 2005-04-02

1

VISITNUM so set to oo i

999.01 for missing 3| 2015-04-15| 2015-04-16
4| 2015-04-22( 2015-0-23

date and 999.02 - ETETTET BT Ere

for partial date 5

7

2015-05-06) 2005-05-07
2015405-13| 2015-05-13

oo0l EG LE
»  VISIT could be set = =
as “Unscheduled” if
Vitals Physical Exam Lab Wendor ECG WVendor
needed VISITHUM |VSDTC VISITHNUM | PECTC VISITRUM LEDTC VISITHUM |EGDTC
1] 20150401 1| 2015-03-02 1 20 50802 1| 2015-03-01
2| 20150408 Z| 2015-03-08 3 201504815 4] 2015-03-22
3 2015404-15 3| 2015-03-16 5 201 5-048-25 7| 2015-05-13
4] 2015404-22 4| 2015-04-23 7 2015405-13 Qo502 2015-04
5 2015404-25 5| 2015-04-30 goo 0l Qo501
6] 201540508 6| 2015-05-07
7| 2015-05-13




Example 8 - Subject missing a planned event, but has unplanned

VISITS Source Dtz
Vitals Physical Exam Lab vendor ECG Vendor
WISTHUM |VSDTC VISITHUR |PEDTC VISITMUR  |LBOTC VISITHUN [LBOTC
i 1| 201540401 1] 2015-04-02 1| 20050401 1] 2015-04-01
» SUb_]eCt has no oo|  2015-04-14 &| 20150472
Visit 2 so can’t 3| 201540415 3| 2015-04-18 3| 2005-02-15 7| 2015-05-13
. ) 4| 2015404-22 4| 2015-04-23 og|  2015-04-22
determine if 5| 2005-02-29 5| z015-04-30 3| 20150429
un plan ned visit on 6| 201540508 6| 2015-05-07 og EE-lS-—uEE-DE
5015-04-14 7| 2015-05-13 7| a0asas-13
should be -
SOTRA VISITHUR [wisT SVSTOTC|  SWENDTC|SVUPDES
VISITNUM=1.01 or 1|soreening | 20150401 2015-04-02
2 ] O '| Mo Record for VISITHURM=2
1.01 2015-04-14| 2015-04-1415
3| ek 2 2015-04-15| 2015-04-15
EE 2015-04-23| 201540423
N Special care 401 2015-04-22| 2005-04-22| 18
. . 5| wesk 4 2015-04-28| 2015-04-30
are missing in 6.01 2015-05-06( 2005-05-05|LE
. . 7| week s 2015-05-13| 2005-05-13
determining
elements and .
Vitals Physical Exam Lab vendor ECG Vendor
EPOCH WVISITHUM |VSDTC WISITHUM |PEDTC WISITHUM  |LEDTC VISITHUM |EcDTC
1| 205001 1| zo15-04-02 1|  zoa504 1| zo15-04-01
1ot| 201504414 &| 2015-04-22
3| 201540215 3| 2015-04-15 3| 2oa502e15 7| 2015-05-13
4| 201540e-22 4| 2015-04-23 aot| 20150422
5| 2m502-23 5| 2015-04-30 5| 20150479
6 201540505 6| 2015-05-07 sot| 20150508
7| 2015-05-13 7| 205513
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Example 9 - Subject where the chronology of visits is out of order

Even though
unplanned Lab
visit is within
Screening range
it is considered
an unplanned
event

Source Cata

Vitals Physical Exam Lab Vendor ECG Vendor
VISITHUM |VSDTC WISITHUN |PEDTC VISITHUM  (LBOTC VISITMUM |EGDTC
1] 250401 1) 2015-04-03 1 2015-04-01 1) 2015-04-01
2| 2015008 2| 2015-04-08 99 201540402 4| 2015-04-22
3| 201504-15 3| 2015-04-16 3 2005-404-15 7| 2015405-13
4| 2015-04-22 4| 2015-04-23 5 2015-404-2%
5| 201540229 5| 2015-04-30 7 2015-05-13
6] 20150505 6| 2015-05-07
7| 2015-405-13
SOTRA WISITHUR |VISIT SWSTDTLC SWENDTC|SVUPDES
1|5zreening | 2015-04-01] 2015-04-03
101 20150402 2005-04-02|LB
I[wizek 1 2015-04-0B| 2005-02-05
3|Wesk 2 2015-04-15| 2005-04-18
dlwizek 3 2015-04-22]  2015-04-23
5[wisek 4 2015-03-28]  2005-04-30
f|Wesks 2015-05-06| 20150507
7|wizekE 2015-05-13] 2015-05-13
Vitals Physical Exam Lab Vendor ECG Vendor
VISITHUR |VSDTC WISITHUM (PEDTC VISITMUM  [LBDTC VISITHUM (EGDTC
1| 20150401 1| 2015-03-02 1 201540401 1| 2015-04-01
2| 20150408 2| 2015-04-08 1M 201540402 4l 2015-04-22
3| 201504-15 3| 2015-04-16 3 2005-404-15 7| 201505-13
4| 2015-04-22 4| 2015-04-23 5 2015-404-2%
5| 201540229 5| 2015-04-30 7 2015-05-13
6] 20150505 6| 2015-05-07
7| 2015-405-13
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Introduction

» FDA requested EPOCH in clinical subject-level
observations to help review easily determine
which phase of the trial the observation
occurred

» Based on PhUSE guidance CDASH&SDTM team
created best practice for populating EPOCH

18



Best Practice - Overview

» Create TE, TA and TV SDTM domains first

» Then create SE domain, there should be no
gaps between Elements - SEENDTC will be
same as SESTDTC for the next Element

» Compare date of observation with SESTDTC
and SEENDTC to determine EPOCH

19



Rules for assigning EPOCH

4

Since SEENDTC of an Element will equal next Elements SESTDTC assign
EPOCH where observation -_DTC/--STDTC is greater than or equal to
SESTDTC and less than SEENDTC (except for subject’s last Element).
Study specific logic can also be added

If observation date is missing EPOCH should be null, unless -ENDTC
indicates a particular EPOCH

For partial dates assign based on chronology of known parts - do not
impute date or time

If EPOCH can’t be determined then use most conservation approach and
document in reviewers guide. Assign to Treatment over Non-Treatment

For Observation’s outside of planned Elements add a record to SE with
TAETORD null and SEUPDES populated and use this to assign EPOCH

If chronology can’t be determined use VISIT/VISITNUM by determining
which EPOCHs would correspond to each visit as per protocol

VISIT/VISITNUM should only be used if reflect actual time in study the
observation was collected

20



Examples

» The following slides are examples of how assigning EPOCH

using the guidance will handle different scenarios

» For each example consider the following:

Protocol
ARMCD ARM ETCD ELEMENT EPC:CH VISITHUM VISIT TE
A DRUGA Rl Run In RLM-IN 1) Run-h ETCD ELERAEMT
A DRUGA SCR Screenin SCREEMING 2| Soreening = -
A DRUGA F Facted . PERIOD 1 3|Fenicd 1 Dy | il Bun In
A DRUGA F Fasted PERIOD 1 4|Pericd 1 Day 7 SCR Screening
A DRUG A W wash Out WEASHOUT 5(Pericd 1 Cay 14 F Fasted
A DRUGA NF Mon-Fasted | PERIOD 2 B|Period 2 Cay WO Wash Qut
) ORUGA MF Mon-Fasted |PERIOD 2 7|Pericd 2 Day 7 MF Mo -Fastad
A DRUGA HE Mon-fasted |PERIOD 2 §|Pericd 2 Day 14 -
A DRUGA FlI Falbwo-lin [P0 wi-p 8 Follow-Up R Fallow-Up
Ta
ERMCD ARM TAETORD ETCD ELEMENT  |EFOCH'
A DRUGA RI Run In RIUN-IN — L
A DRUGA 2|scr Screening | SCREENING RUN-IN
A DRUGA HF Fasted PERIOD 1 SCREENING .
A DRUGA 1lwo Wa=h Our | WASHOUT PERIOD 1 *EPOCH is
A i:jiw E{nF r-er-Fasted FERIOD 2 PERIOD 1 NOT part of
A GA B[Fu Fdlow-Up | FOLLOW-UP - — .
WASHOUT TV domain
L FERICD 2
VISITNUM VISIT ARMCD ARM -
Run-h A DRUGA -

2| Screening A DRUGA FERICD 2

3[Pericd 1 Day A DRUGA FOLLOW-P

4|Pericd 1 Cay 7 A DRUGA

E|Pericd 1 Doy 14 A DRUGA

B|Pericd 2 Cay A DRUGA

7|Pericd 2 Cay 7 A DRUGA

E|Pericd Z Doy 14 A DRUGA

o Follov-Up 2 DRUGA 21




Example 1 - As expected without issues

Subject’s dates
are all present
and full and
match up with
SE

Sgurce Data
Subject visits Exposure
VISITHUM  [VISIT SVSTDTC EXTRT EXSTODTC EXENDTC
1|Run-In 2013-0<4-01 DRUG A 2013-05-01] 2013-05-01
2|Screening 2013-0<4-30 DRUG A 2013-05-29] 2013-05-29
3|Pericd 1 Dy 1 2013-05-01
Z|Pericd 1 Dy 7 2013-05-08
S|Pericd 1 Dy 14 2013-05-15
6|Pericd 2 Day 1 2013-05-29
7|Pericd 2 Day 7 2013-06-05
8|Pericd 2 Day 14 2013-06-12
9|Follow up 2013-06-14
S0TM
Subject Elerments
ETCD ELEMENT SESTDTC SEENDTC EPOLCH
RI Run In 2013-04-01| 2013-04-30) RUN-IN
SCR Screening 2013-04-30| 2013-05-01)|SCREENING
F Fasted 2013-05-01| 2013-05-15|PERIOD 1
WO Wash Qut 2013-05-15| 2013-05-29)| WASHOUT
NF Non-Fasted 2013-05-29| 2013-06-14|PERIOD 2
Al Faillow-Up 2013-06-14] 2013-06-14) FOLLOW-UIP
| |
vital Signs Adverse Events
VISITHMUM |WISIT VSDOTC EPOCH AETERM AESTDTC EPOCH
1|Run-In 2013-02-01|RUN-IM HEADACHE 2013-04-02 |RUN-IN
2|Screening 2013-04-30|SCREENING WVOMITING 2013-05-01 |PERIOD 1
3|Period 1 Dy 1 2013-05-01|PERIOD 1 MALSEA 2013-05-02 |PERIOD1
4|Pericd 1 Dy 7 2013-05-08|PERIOD 1 HEAD PAIN 2013-06-07 |PERIOD 2
S|Pericd 1 Day 14 2013-05-15|WASHOLUT
G|Pericd 2 Dy 1 2013-05-29|PERIOD 2
7|Pericd 2 Dy 7 2013-06-05|PERIOD 2
B|Pericd 2 Dy 14 2013-06-12|PERIOD 2
9|Follow up 2013-06-14|FOLLOW-LP
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Example 2 - When the observation date is not available
use the VISITNUM/VISIT to assign

EPOCH can be
assigned as
PERIOD 1 using
VISIT="Period 1
Day 77

Sourcs Data
Subject Visits Exposure
VISITHUM [VISIT SVSTDTC EXTRT EXSTDTC EXENDTC
1|Run-In 2013-04-01 DRUG A 2013-05-01] 2013-05-01
2|5creening 2013-04-30 DRUG A 2013-05-29] 2013-05-29
3|Pericd 1 Day 1 2013-05-01
2|Pericd 1 Dy 7 2013-05-08
S|Pericd 1 Dy 14 2013-05-15
E|Pericd 2 Day 1 2013-05-29
7|Pericd 2 Day 7 2013-06-05
8|Pericd 2 Day 14 2013-06-12
5|Fallow up 2013-06-14
SOTM
Subject Elerments
ETCD ELEMENT SESTDTC SEEMDTC EPOCH
Rl Run In 2013-04-01f 2013-04-30]RLW-IN
SCR Screening 2013-04-30| 2013-05-01|SCREENING
F Fasted 2013-05-01f 2013-05-15]PERICOD 1
W0 Wash Out 2013-05-15( 2013-05-29|WASHOUT
MF Non-Fasted 2013-05-29] 2013-06-14]|PERIOD 2
Al Follow-Up 2013-06-14| 2013-06-14] FOLLOW-P
I
Vital Signs Adversse Events
VISITHUM |WISIT VSDTC EPOCH AETERM AESTOTC EPOCH
1|Run-In 2013-04-01{RUN-IN HEADACHE 2013-04-02 |RUN-IN
2|5creening 2013-04-30{SCREENING VOMITING 2013-05-01 |PERIOD 1
3|Pericd 1 Day 1 2013-05-01|PERICD 1 MALSEA 2013-05-02 |PERIOD 1
4|Pericd 1 Day 7 PERIOD 1 HEAD PAIN 2013-06-07 |PERIOD 2
5|Pericd 1 Day 14 2013-05-153|WASHOUT
6|Pericd 2 Day 1 2013-05-29|PERIOD 2
7|Pericd 2 Dy 7 2013-06-05(PERIOD 2
8|Pericd 2 Day 14 2013-06-12(PERIOD 2
9|Fallow up 2013-06-14[FOLLOW-LP
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Example 3 - Date is missing

Source Data
Subject Visits Exposure
VISITHNUM |VISIT SVSTDTC EXTRT EXSTDTC EXENDTC
1|Run-In 2013-04-01 DRUG & 2013-05-01] 2013-05-01
2|5creening 2013-04-30 DRUG A 2013-05-29| 2013-05-29
3|Pericd 1 Day 1 2013-05-01
4|Pericd 1 Day 7 2013-05-08
Unclear When 5|Pericd 1 Day 14 2013-05-15
6|Pericd 2 Day 1 2013-05-29
7|Peried 2 Dy 7 2013-06-035
adverse event alparia 2 boy 12 20130612
Started SO 9|Fallow up 2013-06-14
EPOCH can’t o
Subject Elements
b e ass | g he d ETCD ELEMENT SESTOTC SEENDTC EPOCH
FI Run In 2013-04-01| 2013-04-30| RLN-IN
SCR Screening 2013-04-30| 2013-05-01| SCREENING
F Fasted 2013-05-01| 2013-05-15|PERIOD 1
WO Wash Out 2013-05-15| 2013-05-29 WaSHOUT
NF MNon-Fasted 2013-05-29] 2013-06-14| PERIOD 2
A Follow-Up 2013-06-14| 2013-06-14| FOLLOW-UP
| vital Signs .llld\rerse Evants
VISITHNUM |VISIT SVSTDTC EPOCH AETERM AESTOTC AEENDTC EPOCH
1|Run-In 2013-04-01|RUN-IN HEADACHE 2013-04-02 [2013-0£-02 RLW-IN
| 2|5creening 2013-04-30|SCREENING VOMITING 2013-05-01 [2013-05-01 PERIOD 1
3|Pericd 1 Day 1 2013-05-01|PERIOD 1 MALUSEA 2013-05-02
4|Pericd 1 Day 7 2013-05-08|PERIOD 1 HEAD PAIN 2013-06-07 (2013-06-07 PERIOD 2
5|Pericd 1 Day 14 2013-05-15|WAaSHOUT
6|Period 2 Day 1 2013-05-29|PERIOD 2
7|Period 2 Day 7 2013-06-05|PERIOD 2
8|Period 2 Day 14 2013-06-12|PERIOD 2
9|Follow up 2013-06-14|FOLLOW-LP
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Example 4 - Partial Date 1

Partial date is
enough to
determine
EPOCH in this

case

Source Dats

Subject isits Exposure
VISITHUM |VISIT SVSTDTC EXTRT EXSTOTC EXEMDTC
1|Run-In 2013-04-01 DRUG & 2013-05-01] 2013-05-01
2|5creening 2013-04-30 DRUG A 2013-05-29| 2013-05-29
3|Period 1 Day 1 2013-03-01
2|Period 1 Day 7 2013-05-08
5{Period 1 Day 14 2013-05-15
6|Period 2 Day 1 2013-05-29
7|Period 2 Day 7 2013-06-05
8|Period 2 Day 14 2013-06-12
S{Folow up 2013-06-14
SOTRA
Subject Elements
ETCD ELEMENT SESTDTC SEENDTC EPOCH
RI RunIn 2013-04-01] 2013-04-30{RUN-IN
SCR Screening 2013-04-30] 2013-05-01|SCREENING
F Fasted 2013-05-01] 2013-05-15(PERIOD 1
WO Wash Out 2013-05-15] 2013-05-29|WASHOUT
NE Non-Fasted 2013-05-29] 2013-06-14|PERIOD 2
FU Folow-Up 2013-06-14] 2013-06-14|FOLLOW-UP
vital signs Adverse Events
VISITHUM |VISIT VSOTC EPOCH AETERM AESTDTC EPOCH
1|Run-In 2013-04-01) RLN-IN HEADACHE 2013-04 RUMN-IN
2|5creening 2013-04-30| SCREENIMNG VOMITING 2013-0501 |PERIOD 1
3|Period 1 Day 1 2013-05-01| PERIOD 1 MALUSEA 2013-0542 [PERIOD 1
4|Period 1 Day 7 2013-05-08| PERIOD 1 HEAD PAIN 2013-0607 |PERIOD 2
5{Period 1 Day 14 2013-05-15| WASHOUT
6|Period 2 Day 1 2013-05-29| PERIOD 2
7|Period 2 Day 7 2013-06-05| PERIOD 2
B|Period 2 Day 14 2013-06-12| PERIOD 2
9|Folow up 2013-06-14| FOLLOW-UP
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Example 5 - Partial Date 2

Partial date used
to determine
EPOCH by using
conservative
approach that
they were on
Treatment in
PERIOD 1 & 2

Document in
Reviewer’s guide
and consult with
review division
on best way to
approach

Source Data

Subject Visits Exposure
VISITHNUM [VISIT SWSTDTC EXTRT EXSTOTC EXENDTC
1|Run-In 2013-04-01 DRUG A 2013-05-01| 2013-05-01
2|5Screening 2013-04-30 DRUG A 2013-05-29] 2013-05-29
3|Period 1 Day 1 2013-05-01
4|Period 1 Day 7 2013-05-08
3|Perod 1 Day 14 2013-05-15
G|Period 2 Day 1 2013-05-29
7|Period 2 Day 7 2013-06-05
B|Perod 2 Day 14 2013-06-12
5| Folow up 2013-06-14
SO
Subject Elements
ETCD ELEMEMNT SESTDTC SEEMDTC EPOCH
RI Run In 2013-04-01) 2013-04-30|RUN-IN
5CR Screening 2013-04-30| 2013-05-01|SCREENING
F Fastzd 2013-05-01] 2013-05-15|PERICD 1
wWo Wash Out 2013-05-15| 2013-05-29|WASHOUT
NF Naon-Fasted 2013-05-29) 2013-06-14|PERIOD 2
FU Folow-Lp 2013-06-14) 2013-06-14|FOLLOW-LP
|
Vital Signs Adverse Events
VISITHNUM [VISIT VSOTC EPOCH AETERM AESTOTC EPOCH
1|Run-In 2013-04-01) RLN-IN HEADACHE 2013-04-02 |RUN-IN
2|5Screening 2013-04-30| SCREENING WVOMITING 2013-0501 |PERIOD 1
3|Period 1 Day 1 2013-05-01| PERIOD 1 NALISEA 2013-05 PERIOD 1
4|Period 1 Day 7 2013-05-08|PERIOD 1 HEAD PAIN 2013-06 PERIDD 2
5|Period 1 Day 14 2013-05-15|WASHOUT
6|Period 2 Day 1 2013-05-29(PERIOD 2
7|Period 2 Day 7 2013-06-05| PERIOD 2
B|Perod 2 Day 14 2013-06-12| PERIOD 2
9| Folow up 2013-06-14| FOLLOW-UP




Source Dates

Subject Visits Exposure
. VISITNUM |VISIT SVSTDTC EXTRT EXSTDTC EXENDTC
Examp le 6 - Observation T
2[Sereening 2013-04-30 DRUG A 2013-05-29] 2013-05-29
= 3[period 2 Day 1 2013-05-01
outside of planned event —==—ta=
5[period 1 Day 14 2013-05-15
6|period 2 Day 1 2013-05-29
7|Period 2 Day 7 2013-06-05
g[period 2 Day 14 2013-06-12
5|Folow up 2013-06-14
SOTR
SE updated so suyscs genans
ETCD ELEMENT SESTDTC SEEMNDTC EPOCH
RI Run In 2013-04-01] 2013-04-30[RUN-T
reco rd ad d e d SCR Screening 2013-04-20] 2013-05-01|SCREENING
F Fasted 2013-05-01] 2013-05-15|PERICD 1
Wlth Ele m e nt N u I I WO Wash Cut 2013-05-15] 2013-05-28|WASHOUT
NF Mon-Fazed 2013-05-29 2012-06-14[pERIOD 2
FU Falow-Up 2013-06-14] 2013-06-124|FOLLOW-UP

to assign EPOCH
to record outside s JP——

VISITNUM _|VISIT VSDTC EPOCH AETERM AESTDTC __ [EPOCH
1|Run-In 2013-04-01[RLN-IN HEADACHE 2013-04-02  |RUN-N
Of p I a nn e d eve N tS 2|Sereening 2013-04-30[ SCREENING VOMITING 2013-0501 |PERIOD 3
3|Period 1 Day 1 2013-05-01|PERICD 1 NAUSEA 2013-0502 |PERIOD 1
2[Period 1 Day 7 2013-05-08|PERICD 1 HEAD PAIN 2013-07-15 |POST FOLLOW-
up
5|Period 1 Day 14 2013-05-15| WASHOUT
6|Period 2 Day 1 2013-05-25[PERIOD 2
7|Period 2 Day 7 2013-06-05PERIOD 2
g|Period 2 Day 14 2013-06-12{PERICD 2
5|Folow up 2013-06-14] FOLLOW-UP
i Subject Elements

ELEMEMNT SESTDTC SEEMDTC EPOH SVUPDES
Run In 2013-04-01 2013-04-30|RLN-IN
Screening 2013-04-30 2013-05-01|SCREENING
Fasted 2013-05-01]  2013-15-15|PERIOD 1
Wash Ot | 2013-05-15]  2013-05-29]wasHoUT
Non-Fasted | 2013-05-29]  2013-06-14|PERIOD 2
Fallow-Up 2013-06-14|  2013-06-14[FOLLOW-LP
2013-06-14 2013407-15|POST After Study
FOLLOW-LP  |discontinuation




Example 7 - Considering Exposure Data

Source Datz

Subject Visits Exposure
VISITNUM |VISIT SVSTDTC EXTRT EXSTDTC EXENDTC
1|Run-In 2013-04-01 DRUG A 2013-05-02] 2013-05-02
3|Scrmening 2013-04-30 DRUG A 2013-05-30] 2013-05-29
3|Period 1 Day 1 2013-05-01
May need {o use 4|period 1 Day 7 2013-05-08
5|period 1 Day 14 2013-05-15
EXposure data. 5|Period 2 Day 1 2013-05-29
. ) 7|Period 2 Day 7 2013-06-05
In thlS case flrSt 8|Period 2 Day 14 2013-06-12
. 9|Folow up 2013-06-14
dose is after
Period 1 Day 1 som
R Subject Elements
so this Changes ETCD ELEMENT SESTDTC SEENDTC  |EPOCH
RI Run In 2013-04-01] 2013-04-30[RUN-IN
the Elements SCR Screening 2013-04-30] 2013-05-02|SCREENING
F Fasted 2013-05-02| 2013-05-15|PERIOD 1
and EpOCh WO Wash Out 2013-05-15| 2013-05-30|WASHOUT
NF Non-Fasted 2013-05-30] 2013-06-14|PERIOD 2
FU Falow-LUo 2013-06-14] 2013-06-14|FOLLOW-UP
| |
wital Signs Adverse Events
VISITNUM |VISIT VSDTC EPOCH AETERM AESTDTC _ |EPOCH
1|Run-In 2013-04-D1| RUN-IN HEADACHE __ |2013-D402 |RUN-N
3|Screening 2013-04-30| SCREENING VOMITING 2013-05-01 |SCREENING
3|Period 1 Day 1 2013-05-01| SCREENING NALSEA 2013-0502 |PERIOD 1
4|Period 1 Day 7 2013-05-08| PERIOD 1 HEAD PAIN _ |2013-06-07 |PERIOD 2
5|Period 1 Day 14 2013-05-15| WASHOUT
6|Period 2 Day 1 2013-05-29| PERIOD 2
7|Period 2 Day 7 2013-06-05| PERIOD 2
8|Period 2 Day 14 2013-06-12| PERIOD 2
5|Folow up 2013-06-14| FOLLOW-UP




Recap of both best practices

4
4

VISITNUM for ]
unscheduled visits Epoch variable

Create TV and SV first >
Sort SV data
chronologically and add >

0.01 to VISITNUM of
previous planned visit for
each unplanned visit that
occurs next

Using the dates assign
VISIT/VISITNUM to ’
necessary SDTM data by
comparing dates

Create TA, TE, TV and SE
first

In clinical observation
level data use -STDTC/--
DTC to compare with
SESTDTC/SEENDTC in SE
and assign EPOCH from
SE

Do not impute date or
time when assigning

EPOCH
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Links

» PhUSE White Paper
http://www.phusewiki.org/wiki/index.php?t
itle=VISITNUM_and_EPOCH

» Study Data Technical Conformance Guide
http://www.fda.gov/downloads/Forindustry
/DataStandards/StudyDataStandards /UCM3
84744.pdf

p— m



http://www.phusewiki.org/wiki/index.php?title=VISITNUM_and_EPOCH
http://www.fda.gov/downloads/ForIndustry/DataStandards/StudyDataStandards/UCM384744.pdf

Pharma

CHINA

Thank you!
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