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2.3.1. TI – Trial Inclusion/Exclusion Criteria 

The criteria are not fully described in TI. Please refer to  Appendix I  for the protocol defined 
inclusion/exclusion criteria 

2.3.2. TV – Trial Visits 

 

Subjects who withdrew from the study  were required to perform early termination procedures which 
are the same as the discharge assessments performed at Day 6. The protocol did not require these 
procedures to be performed at a separate withdrawal visit but, rather, to perform them at the scheduled 
visit at which the subject was withdrawn. Therefore, a combined Day 6/ Discharge visit was created to 
account for the timings of the procedures performed for withdrawn subjects. 

 

3. Subject Data Description 

3.1 Overview 
Are the submitted data taken from an ongoing study?    No  

If yes, describe the data cut or database status: 

(Text here) 

Were the SDTM datasets used as sources for the analysis datasets?   Yes  

If no, what were the sources of analysis datasets? 

(Text here) 

Do the submission datasets include screen failures?     Yes 

If yes, which datasets include screen failure data? 

CM 

DM 

DS 

DV 

FA 

IE 

SE 

SV 

 

Were any domains planned, but not submitted because no data were collected?   No  

If yes, list domains not submitted: 

(Text here) 
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 - Has the subject given written informed consent for Bio-banking for Biomarkers of Exposure and 
Risk Markers? The date the consent is given is captured in the DS domain. 

 - Has the subject given written informed consent for Bio-banking for Transcriptomics 
(Pharmacogenomics)? The date the consent is given is captured in the DS domain. 

 

 - Has the subject experienced any past and/ or concomitant diseases? The relevant information is 
captured in the MH domain. 

 - Was there any Adverse Event for this subject? The relevant Adverse Event information is 
captured in the AE domain. 

 - Has the subject taken previous or concomitant medication? The relevant Concomitant 
Medication information is captured in the CM domain. 

 - Were there any events with the device? The relevant device events information is captured in 
the DE domain. 

 - Inclusion Criteria Result and Number. The same information is captured elsewhere in the aCRF. 

 - Exclusion Criteria Result and Number. The same information is captured elsewhere in the 
aCRF. 

 - CC with SODIM? Information regarding whether the SODIM is used  is captured within the XT 
domain 

- The medical history category was derived in the SDTMs, based on the start of medical event 

- Responses to the questions relating to THS 2.2 Product demonstration and Advice on the risks on 
smoking and debriefing was not submitted as this data is for data management and site monitoring. If 
these questions were answered ‘no’ then the data would be presented as a protocol deviation in the 
DV dataset 

- The subject date of birth from the questionnaires was not captured since this information is already 
presented in the DM domain. The  global assessment status was not captured as the individual 
question responses were provided for this study 

- The variable ‘H_NOW’ was not submitted as this is a derived variable used to validate information 
in the database 

-  

- Subject (Site level). Subject number is captured on the Subject form. 

- In site Accountability form: Category, Date of batch dispensed, Number of unused packs returned, 
Number of unused sticks returned, Number of packs received. These variables were not submitted as 
the information captured with the subject’s exposure to the THS tobacco sticks was used to calculate 
the compliance information presented in the DA domain 

- In LABSTAT result form: Day Number. Study Day number is calculated in the SDTMs themselves 

- In LAB-BU form: Data Type unique identifier and Random number, Sex, Date of Birth, Visit ID, 
Site Number, Derived Form name Information presented elsewhere in the aCRF 

- In Biomarker form: Celerion Study Number, Lower Limit of quantification, Detection Method, 
Information present in other variables used for programming purposes. 
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These fields were used to facilitate certain operational processes including data cleaning and 
dynamically creating additional forms in the electronic data capture system. 

The laboratory safety and biomarker data were provided by vendors and uploaded into the database. . 
The dates and times of the samples were entered by the site, whilst some values (such as for 
pregnancy results, alcohol breath test and CYP2A6 activity) were entered by the site.  

 

The submitted annotated CRF (blankcrf.pdf) includes the final version of the eCRF (main study CRF 
version 5.0 and site level CRF version  4.0) 

 

The CRF also details data which were loaded into the database from other sources. This includes 
laboratory safety results and biomarker data results for blood and urine, questionnaires completed in 
the ePROdevice and filter analysis data. The CRF represents only the last version of the database.  
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XT DOMAIN (C66734) XT 

EG EGTEST (C71152) All ECG examinations 

EG EGTESTCD (C71153) EGALL 

DM ETHNIC(C66790) CAUCASIAN 

DM ETHNIC(C66790) NOT CAUCASIAN 

DS DSDECOD(C66727) ADVERSE EVENTS 

DS DSDECOD(C66727) DISCONTINUED FROM ENROLLMENT 

 
 

DS DSDECOD(C66727) INFORMED CONSENT OBTAINED 

DS DSDECOD(C66727) RANDOMIZED 

DS DSDECOD(C66727)  

PC METHOD (C85492) 

 

LC-MS/MS 

 

XP METHOD (C85492) 

 

SPIROMETRY 

XT METHOD (C85492) 

 

TOPOGRAPHY 

 

LB LBTEST (C67154)  
 

1-aminonaphthalene 

LB LBTEST (C67154) 2-aminonaphthalene 

LB LBTEST (C67154) 2-cyanoethylmercapturic Acid 

LB LBTEST (C67154) 2-hydroxyethyl Mercapturic Acid 

LB LBTEST (C67154) 3-hydroxypropylmercapturic Acid 

LB LBTEST (C67154) 3-hydroxypropylmercapturic Acid 

LB LBTEST (C67154) 4-Aminobiphenyl 

LB LBTEST (C67154) Ames Mutagenecity 

LB LBTEST (C67154) Free Cotinine 

LB LBTEST (C67154) Free Nicotine 

LB LBTEST (C67154) Free Trans-3'- Hydroxycotinine 

LB LBTEST (C67154) Hydroxy-1-methylpropylmercapturic Acid 

LB LBTEST (C67154) Nicotine-Glucuronide 

LB LBTEST (C67154) NNAL 
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LB LBTEST (C67154) o-toluidine 

LB LBTEST (C67154) Paraxanthine 

LB LBTEST (C67154) S-benzylmercapturic Acid 

LB LBTEST (C67154) S-phenylmercapturic Acid 

LB LBTEST (C67154) Total 1-hydroxypyrene 

LB LBTEST (C67154) Total N-nitrosonornicotine 

LB LBTEST (C67154) Trans-3 Hydroxycotinine 

LB LBTEST (C67154) Trans-3'- Hydroxycotinineglucuronide 

LB LBSTRESU 
(C71620) 

ERYT/uL 

LB  LBSTRESU 
(C71620) 

GI/L 

LB LBSTRESU 
(C71620) 

REV/ml 

LB LBSTRESU 
(C71620) 

T/L 

LB LBSTRESU 
(C71620) 

ng/mL 

LB LBSTRESU 
(C71620) 

pg/mL 

XT XTSTRESU 
(C71620) 

 mJ 

XT XTSTRESU 
(C71620) 

mg/filter 

XT XTSTRESU 
(C71620) 

mg/mL 

XT XTSTRESU 
(C71620) 

mmWG 

XT XTSTRESU 
(C71620) 

mmWG/mL/s 

XT XTSTRESU 
(C71620) 

per filter 

XT XTSTRESU 
(C71620) 

S 
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4. Data Conformance Summary 

4.1 Conformance Inputs 
Was OpenCDISC used to evaluate conformance?        Yes 

If yes, specify the versions of OpenCDISC and the OpenCDISC validation rules: 

       OpenCDISC v1.5, SDTM  3.1.3, Controlled Terminology version 2014-06-27 and MedDRA 16.0 

Were sponsor-defined validation rules used to evaluate conformance?     No 

If yes, describe any significant sponsor-defined validation rules: 

(Text here) 

Were the SDTM datasets evaluated in relation to define.xml?              No   

Was define.xml evaluated?           Yes 

Provide any additional compliance evaluation information: 

OpenCDISC v1.5 

 

4.2 Issues Summary 
 

 OpenCDISC was used as part of the SDTM programming QC. The process followed was  : 

- errors were always corrected when possible. 

- warnings that potentially had an impact on the analysis or interpretation were also corrected 

- other warnings and notices considered minor without any impact on either analyses or interpretation were not corrected 
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