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Clinical research today

Complex study designs

Complicated data and multiple datastreams

Numerous stakeholders, vendors

Strict regulations

High Quality data

Time IS precious

Short timelines




Introduction to streaming
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APA datasets + ADA: Anti-Drug Antibodies MH: Medical History
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ATC: Anatomical Therapeutic Chemical PK: Pharmacokinetics

BAN: Bio-analysis PR: Procedure

CM: Concomitant Medication SAE: Serious Adverse Event

CRF: Case report form SDTM: Standard Data Tabulation
DSMB: Data Safety Monitoring Board Model

ECG: electrocardiogram TLF: Table, Listing, Figure




Introduction to streaming

b '),V Are you ready to streamline all this data

from your lazy work couch?
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ﬁst contact with vendor

Scope of Test transfer on
Work pre-final DTA
SDTM/ Example
Non-SDTM test transfer
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Flow
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DTA

Trial Information Document Version History General Transfer Specifications Test Identifiers Visit Identifiers Timepoint Identifiers
nfppe—

PURPOSE

FORMAT OF DATA

MEDIUM OF TRANSFER

FREQUENCY AND TIMING OF TRANSFER
Initial request for a data transfer for a study should be triggered by SGS Clinical Research after the DTA has been finalised/when a

(stable) draft version of the DTA is available.

A test data transfer will be received prior to the first transfer of live data. The test transfer may contain live data, if available at that
time. 5GS Clinical Research will review this as soon as possible and will provide feedback directly to the provider. In case of issues,
test transfers will continue until the requirements of the DTA have been met.

The frequency of the live data transfers will be:

[]once
[] Manthly

Dﬂmer,spedfy:-.
During the last month before any important interim CDMS lock or the final CDMS lock, transfers may occur more frequently on

request of 5G5S Clinical Research
FILE STRUCTURE AND CONTENT
UNSCHEDULED VISIT SLOTTING
VISIT AND TIMEPOINT IDENTIFIERS
ANMNOTATED DTA




DTA: Transfer Specifications

Trial Information | Document Version History |Genera|

Transfer Specifications

Test Identifiers | Visit Identifiers | Timepoint Identifiers

Reguired fisld |Required field, Optional field ‘text, Specify onticipated |Optional fisld Flegse mark |Please mark |List the allowed valves seporated by o ' Column iz only
must be unique numeric’ or |maximum varnoble |Pleass provide additional |the the variables |(semicalon sign) applicable for dota
specify length. If text. explonation on use of varighles (using "X} if |If too many possibilities, add an exampls transfers that contain
exoct dote  |complete by varighle, if needed. (using X'} variahle B KKK secure data. Mark
format defoult as 200, if = |Remowve this column if not |thot moks o (shouwld be If allowed valuss are specified in a separate  |with X' if value in
200 this varoble  |used. unique populoted  |shest refer to this shest variaghle is patentiolly
shouwld be split in record in forall unblinding.
mare varahles. this transfer |records. fRemaove this column
filz. if not used.
Transfer file |Transfer variable Transfer variable label Format Antlupated Dea::ripti-nn of transfer q’ransfer fia Populate for [ I I values Unblinding
order name maximum length variable use key all records
2|DOMAIN Domain Abbreviation text 200 x ® LB
3|USUBIID Unigue Subject Identifier |text 200 x <Protocol Mumber-SITEID-SUBJECTID=
4(LEREFID Reference ID text 200 X eg. T123456
S|LBTESTCD Test Short Name text 200 x ® see section Test ldentifiers
10|LBSTAT Completion Status text 200 OT DONE

14

= Guideline text Iis available
— Consistent approach is used over all trials
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DTA: Test Identifiers 7 N\

Trial Information | Document Version History | General | Transfer Specifications Test Identifiers Visit Identifiers Timepoint Identifiers

[Test variable 1] [Test variable 2]

= Rows with a reference to '"Test Identifiers’ sheet
— Column should be present

[Test variable_ 3]

[Test variable ...]
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DTA: Visit Identifiers 2~ ™\

Visit Identifiers

Trial Information | Document Version History | General | Transfer Specifications | Test Identifiers Timepoint Identifiers

[Visit Variable_1] [Visit Variable_2] [Visit Variable_...]

= Rows with a reference to ‘Visit ldentifiers’ sheet
— Column should be present
= Not all possible visits should be added

« Add a row for each type of visit (eg. SCREENING, WEEK x, END
OF TREATMENT,...)

 The structure of the visit should be clear

-.
T

Amendment proof




DTA: Timepoint Identifiers ya

Trial Information | Document Version Histary | General | Transfer Specifications | Test Identifiers Visit Identifiers Timepoint Identifiers

[Timepoint Variable_1] [Timepoint Variable_2] [Timepoint Variable_3] [Timepoint Variable_4] [Timepoint Variable_5] [Timepoint Variable_...]

= Rows with a reference to ‘Timepoint ldentifiers’ sheet
— Column should be present
= List all possible timepoints

VISIT AND TIMEPOINT IDENTIFIERS

In the Visit and Timepoint identifiers sheet(s), the structure of how the visits and timepoints are built, is specified. When all visits
and/or timepoints are listed at the time of the finalization of the DTA, this list will reflect the situation at that moment in time.
When after finalization additional visits and/or timepoints are required, an update to the DTA is not necessary if the structure of

the visits and/or timepoints is clear.

-.
L —
——

_SGS.
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A: Transfer Specifications

18

Anticipated
f-:-lr:z:.fd.:r uar::::f:e:me Transfer variable label Format maxill:la:m Tf:;':\:f;r P;r:ii;:r Allowed values
length
1/'STUDYID Study Identifier text 200 X <Protocol Number=
2 DOMAIM Domain Abbreviation text 200(x X LB |
3/ USUBIID Unigue Subject Identifier text 200 X <Protocol Number-SITEID-SUBJECTID>|
4|LBREFID Reference ID text 200 X eg. T123456
5|LBETESTCD Test Short Name text 200(x X 'see section Test Identifiers ‘
6 LBTEST Test Mame text 200 h see section Test Identifiers
7 LBCAT Category text 200(x X see section Test Identifiers
& LBORRES Result text 200 e.g. 12 1
9 LBORRESU Result Unit text 200 see section Test Identifiers
10 LBSTAT Completion Status text 200 NOT DOME
11 LBREASND Reason Test Mot Done text 200 eg. SAMPLE NOT ANALYZED
12| LBSPEC Specimen Material Type text 200 X see section Test Identifiers
13 LBMETHOD |Method of Test or Examination text 200 X see section Test Identifiers
14 VISITNUM Visit Number number X X see section Visit Identifiers
15 VISIT Visit Name text 200 X see section Visit Identifiers
16/ LBDTC Date/Time of Specimen Collection vyyy-mm-dd X eg. 2022-11-01
17 LBTPT Time Point text 200 X see section Timepoint Identifiers
13 LBTPTHUM  |Time Point Mumber number X X see section Timepoint Identifiers
19 LBELTM Flanned Elapsed Time from Time Point Ref |text 200 X see section Timepoint Identifiers
20/ LBTPTREF Time Point Reference text 200 X see section Timepoint Identifiers
LYSATE DISTAL 53;
LYSATE PROXIMAL 57,
LYSATE PROXIMAL RT;
21 5Q.LBSPEC1 |Specimen Type 1 text 200 X LYSATE DISTAL R3
22 COMMENT 1 [Comment 1 text 200 e.g. Fold induction lower than 1
23| COMMENT_X,Comment X text 200 e.g. Fold induction lower than 1
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E‘A: Test Identifiers

®
LBTESTCD LBTEST LBCAT LBORRESU LBSPEC LBMETHOD

WBCF55C Leukocytes/FSC_SSC IMMUNOLOGY |% BLOOD FLOW CYTOMETRY
WEBC Leukocytes IMMUNOQLOGY  |EVENTS BLOOD FLOW CYTOMETRY
GRANS5C1 Granulocytes/CD3-55Cmed_high [IMMUNOLOGY |% BLOOD FLOW CYTOMETRY
GRAN Granulocytes IMMUNOLOGY  |EVENTS BLOOD FLOW CYTOMETRY
GRANLE Granulocytes/Leukocytes IMMUNOLOGY |% BLOOD FLOW CYTOMETRY
MONOSSC1  |Monocytes/CD3-SSCmed_high IMMUNOLOGY |% BLOOD FLOW CYTOMETRY
MONO Monocytes IMMUNOQLOGY  |EVENTS BLOOD FLOW CYTOMETRY
MOMNOLE Monocytes/Leukocytes HEMATOLOGY |% BLOOD FLOW CYTOMETRY
MOSTAT3P Monocytes pSTAT3+ IMMUNOLOGY [RATIO BLOOD FLOW CYTOMETRY
LYMLE Lymphocytes/Leukocytes IMMUNOLOGY (% BLOOD FLOW CYTOMETRY
LY Lymphocytes IMMUNOLOGY |EVENTS BLOOD FLOW CYTOMETRY
STAT3 STAT3 IMMUNOQLOGY LYSATE MSD

STAT3IP Phosphorylated STAT3 IMMUNOLOGY LYSATE MSD

STATAP Phosphorylated STAT4 IMMUNOLOGY LYSATE MSD

STATSP Phosphorylated STATS IMMUNOLOGY LYSATE MSD
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DTA: Visit and Timepoint Identifiers

SCREENING 1000
PERIOD 1 DAY 1 2010
PERIOD xx DAY yy [oc+1)yy
UNSCHEDULED VISIT xx 99.xx

PREDOSE -0.001 PERIOD xx DAY yy, MORNING DOSE
OH 0|PTOH PERIOD xx DAY yy, MORNING DOSE
1H 1(PT1H PERIOD xx DAY yy, MORNING DOSE
2H 2|PT2H PERIOD xx DAY yy, MORNING DOSE
4H 4\1PT4H PERIOD xx DAY yy, MORNING DOSE
12H 12|PT12H PERIOD xx DAY yy, MORNING DOSE
PREDOSE -0.001 PERIOD xx DAY yy, BIOPSY

_SGS.
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Flow

Automated test transfer

First contact Load
with vendor

Annotated

J

Production
transfer

Validation

Automated Conversion to
Load SDTM

7

(a)DTA Library
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Enotated DTA

= Create Annotated DTA for non-SDTM transfers
= DTA between DM and client (vendor not in scope)
= Copy of DTA template +

Transfer file | Transfer variable

order

« Annotation column(s)

Transfer variable label Allowed values

» Post Processing sheet

Completion Guidelines: this section can be vsed to Include post-
processing information. For example, how to map ‘not analyzed’ or
‘not tested’ data coming from the Provider.

Unblinding

'y

Annotation




@DTA: Transfer Specifications

Transfer Anticipated
file Transfer variable name | Format | maximum Tfa nsfer| Populate for Allowed values
order length file key | all records
1|STUDYID text 200 X SRP
2|SUBJID numeric 4% X eg. 1001 see section Post Processing
3|REFID text 200 X eg. 1123456 LEREFID
4|SPID text 200 X <Protocol Number=> LBSPID
S VISITID text 200|X X see section Visit Identifiers
6|TPT text 200|X X see section Timepoint Identifiers
| 7|sPECTYPE text 200 X BLOOD; LYSATE | |
_ S|ANATOMICALLOCATION |text 200 X 53; 57; R3; R7 see section Post Processing
9|TEST text 200|X X see section Test ldentifiers
10| TESTPA text 200 X see section Test ldentifiers
11|RESULTBIO text 200 X e.g. 12 LBORRES
12|RESULTFRU text 200 X see section Test ldentifiers
13|METHOD text 200 X see section Test ldentifiers
14|COMMENT _1 text 200 e.g. Fold induction lower than 1
15|COMMENT _X text 200 e.g. Fold induction lower than 1
16|EXPNAME text 200 X YYYMMDD _INI see section Post Processing

23

_SGS.



@DTA: Test Identifiers

TEST RESULTFRU
BCEBCERA RATIO CD13LY CD19/Lymphocytes IMMUMNOLOGY BLOOD |FLOW CYTOMETRY % fraction of 1
BCELYMCO  |EVENTS CDX380 CD19+ B cells IMMUNOLOGY BLOOD |FLOW CYTOMETRY EVENTS EVENTS
BCELYMFR %o CDX5380P5 CD19+ B cells pSTAT3+ IMMUNOLOGY BLOOD |FLOW CYTOMETRY RATIO RATIO
CD3CD3ZRA  |RATIO CD3LY CD3/Lymphocytes IMMUNOLOGY BLOOD |FLOW CYTOMETRY % fraction of 1
CD3LYMCO  |EVENTS CDX00s CDAS+CD3+ IMMUMNOLOGY BLOOD |FLOW CYTOMETRY EVENTS EVENTS
CD3LYMFR o CDX003TC CD45+CD3+CD4+/T Cells  |[IMMUNOLOGY BLOOD |FLOW CYTOMETRY Yo fraction of 1
CDACD3CO  |EVENTS CDX27K CD4A+T cells IMMUNOLOGY BLOOD |FLOW CYTOMETRY EVENTS EVENTS
CDACD3FR % CDALY CD4/Lymphocytes IMMUNOLOGY BLOOD |FLOW CYTOMETRY % fraction of 1
CDACD4ARA  |RATIO CDX27KPS CDA+ T cells pSTAT3+ IMMUMNOLOGY BLOOD |FLOW CYTOMETRY RATIO RATIO
CDALYMFR o CDX010TC CD45+CD3+CDa+/T Cells  |[IMMUNOLOGY BLOOD |FLOW CYTOMETRY Yo fraction of 1
CDBCD3CO  |EVENTS CDX02F CDE+ T cells IMMUNOLOGY BLOOD |FLOW CYTOMETRY EVENTS EVENTS
CDECD3FR % CDX02FP5 CD8+T cells pSTAT3+ IMMUNOLOGY BLOOD |FLOW CYTOMETRY RATIO RATIO
CD3CDsRA  |RATIO CDX303P5 CD3+ T cells pSTAT3+ IMMUMNOLOGY BLOOD |FLOW CYTOMETRY RATIO RATIO
PHOSTATS3 STAT3P Phosphorylated STAT3 IMMUNOLOGY LYSATE |ELECTROCHEMILUMINESCENCE
PHOSTAT4 STATAP Phosphorylated STAT4 IMMUMNOLOGY LYSATE |ELECTROCHEMILUMINESCENCE

24

_SGS.




@DTA: Visit and Timepoint Identifiers

SCREEN SCREENING 1000
P1P1D1 PERIOD 1 DAY 1 2010
PxPyDz PERIOD xx DAY yy Doc+1)yy
UNSCHEDULED XX UNSCHEDULED VISIT xx |99.xx

25

<=

PREDOSE PREDOSE -0.001 PERIOD xx DAY yy, MORNING DOSE
OH OH O|PTOH  |PERIOD xx DAY yy, MORNING DOSE
1H 1H 1|{PT1H |PERIOD xx DAY yy, MORNING DOSE
ZH 2H 2|PT2H  |PERIOD xx DAY yy, MORNING DOSE
4H 4H 4|/PT4H  |PERIOD xx DAY yy, MORNING DOSE
12H 12H 12|PT12H |PERIOD xx DAY yy, MORNING DOSE

_SGS.
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@DTA: Post Processing @

7| SPECTYPE

text

200 X BLOOD; LYSATE LBSPEC

8| ANATOMICALLOCATION

text

200 X 53; S7; R3; R7 see section Post Processing |

SUPPLB.LBSPEC1

LOCATION,S3,DISTAL,S7,PROXIMAL,R3,DISTAL,R7,PROXIMAL)

SPECTYPE | | decode(ANATOMICAL

| | ANATOMICAL LOCATION

QNAM  QLABEL QVAL

LBSPEC1 Specimen Type 1 LYSATE DISTAL 53

LBESPEC1 Specimen Type 1 LYSATE PROXIMALSY
LBSPEC1 Specimen Type 1 LYSATE PROXIMALRY

LBSPEC1 Specimen Type 1 LYSATE DISTALR3 S!is
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A_utomated Load

= (a)DTA
* Transfer Specifications
 Test Identifiers
* Visit and Timepoint ldentifiers
= Test/Production transfer
* API: Automated load and conversion
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V_alidation test transfer

®

5.5

Automated

= Run library QC rules
= Review output

= Send Issues to vendor or approve test transfer

i
LIBRARY
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Validation test transfer

= Example 1.

Check per vendor and per data type that the variables
mentioned in the DTA are present in the test transfer

DTA_VARIABLE TEST_TRANSFER_VARIABLE IND
STUDYID STUDYID
SUBJID SUBJID
REFID REFID
SPID SPID
VISITID VISITID
TPT TPT

| SPECTYPE SPECTYPE
ANATOMICALLOCATION

TEST TEST
TESTPA TESTPA
RESULTBIO RESULTBIO
RESULTFRU RESULTFRU
METHOD METHOD
EXPNAME EXPNAME

TEST_TRANSFER_VARIABLE DTA_VARIABLE IND
STUDYID STUDYID
SUBIJID SUBIJID
REFID REFID
SPID SPID
VISITID VISITID
TPT TPT
| SPECTYPE SPECTYPE
' LOCATION
TEST TEST
TESTPA TESTPA
RESULTBIO RESULTBIO
RESULTFRU RESULTFRU
METHOD METHOD
EXPNAME EXPNAME




Validation test transfer

= Example 2:

Check per vendor and data type that the combination of Test
|dentifiers mentioned in the DTA are present in the test transfer (and
vice versa)

TEST_TRANSFER TEST_TRANSFER_
DTA TEST |DTA TESTPA DTA RESULTFRU | TEST TEST TRANSFER TESTPA RESULTFRU IND

CDALYMFR | CD4 (%) %

CD4CD3FR | Blood CD45+CD3+CD4+/T Cells (%) % CDACD3FR Blood CD45+CD3+CD4+/T Cells (%) | %

Lysate Phosphorylated STAT4 (Signal
PHOSTAT4 | Transducer and Activator of Transcription 4) : )

Lysate Phosphorylated STAT3 (Signal
PHOSTAT3 | Transducer and Activator of Transcription 3) : ]

32



Validation test transfer

= Example 3:

Check per vendor and per data type that the visits present in the test
transfer are present in the visit table

AA_VISITMAP TEST _TRANSFER_VISIT | VISIT#VISITMAP |  IND
Lt VISITNUM PERIOD1_DAY1 PERIOD1_DAY1
SCREEMIMG 1000

PERIODL DAY-L p— PERIOD1 DAY5 PERIOD1 DAY5
PERIOD1_DAY1 2010 PERIOD1 DAY6 PERIOD1_DAY6
PERIOD1_DAY2 2020 [ P1P1D2 *
PERIOD1_DAY3 2030

SERIODL DAY4 om0 SCREENING SCREENING
PERIOD1_DAY5S 2050

PERIOD1_DAY6 2000

PERIOD2_DAY-1 3001

PERIOD2 DAY1 3010

PERIOD2_DAY2 3020

PERIOD2_DAY3 3030

EARLY WITHDRAWAL 4000

END OF STUDY 5000

X sas.
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Flow

First contact
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6roduction
transfer
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Automated test transfer
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(a)DTA Library




35

Production transfer

= QC rules will run automatically on production data

« Ongoing check on structure

* In time reconciliation

A
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Production

FIOW transfer

Validation
Automated test transfer

First contact
with vendor

Annotated Automated conversion to
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@ DTA Load @

(a)DTA Library
J
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(a)DTA Library

= All DTA sheets from all trials are loaded in the DTA Library
= Search on

« <Vendor>

* <Data Type>
= Export library tables to trial specific DTA

o

EFFICIENCY
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Conclusions
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Conclusions

= DTA: amendment proof

= Automation vendor process
= (a)DTA library

—=Time gain

—=Increase in quality

= Challenges:
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© SGS Société Générale de Surveillance SA

Questions?



Contact us

clinicalresearch@sqgs.com

EUROPE: +32 15 27 3245
AMERICAS: + 1877 677 2667

WWW.SQJS.Com/cro

health-nutrition@sgs.com
www.sgs.com/healthnutrition



mailto:clinicalresearch@sgs.com
http://www.sgs.com/cro

	Slide 1
	Slide 2: Disclaimer and disclosures
	Slide 3: Agenda
	Slide 4
	Slide 5
	Slide 6: Introduction to streaming
	Slide 7: Introduction to streaming
	Slide 8
	Slide 9: Flow
	Slide 10: Flow
	Slide 11: First contact with vendor
	Slide 12: Flow
	Slide 13: DTA
	Slide 14: DTA: Transfer Specifications
	Slide 15: DTA: Test Identifiers
	Slide 16: DTA: Visit Identifiers
	Slide 17: DTA: Timepoint Identifiers
	Slide 18: DTA: Transfer Specifications
	Slide 19: DTA: Test Identifiers
	Slide 20: DTA: Visit and Timepoint Identifiers
	Slide 21: Flow
	Slide 22: Annotated DTA
	Slide 23: (a)DTA: Transfer Specifications
	Slide 24: (a)DTA: Test Identifiers
	Slide 25: (a)DTA: Visit and Timepoint Identifiers
	Slide 26: (a)DTA: Post Processing
	Slide 27: Flow
	Slide 28: Automated Load
	Slide 29: Flow
	Slide 30: Validation test transfer
	Slide 31: Validation test transfer
	Slide 32: Validation test transfer
	Slide 33: Validation test transfer
	Slide 34: Flow
	Slide 35: Production transfer
	Slide 36: Flow
	Slide 37: (a)DTA Library
	Slide 38
	Slide 39: Conclusions
	Slide 40: Questions?
	Slide 41

