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cancer therapy for metastatic disease = the “best” best 
response Prior Anti-Cancer Therapy (PAT) 

o

o

o

o

o

o

o
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‘Prior’ medications are medications which started and stopped prior to the first dose of 

‘Concomitant’ medications are medications which: 

o

o

‘Post’ medications are medications which started after the last dose of study drug

During the ‘concomitant’ period of the study (as above), patients may not receive other 



...\Immunocore\IMCgp100\YXA43404\Biostatistics\Documentation\SAP\IMCgp100-401_SAP_v1.0.docx

Number of cycles started

Number of cycles completed 

Total planned dose

Duration of treatment –

Duration of treatment from first parent study dose 
–

Duration of interruption (days) 

o “Date of visit in which interruption started” = ‘date of visit’ from the Date of Visit 
lassified as “not done”. If it is 

Date of Visit 
Administration of Study Drug 

expected 
following last administered dose, may be used instead (=previous ‘start date of 
study drug administration’ + 14 days). See the definition of a dose interruption

o If a patient does not have a “start date of next 
interruption” then a dose interruption is 

End of Treatment

End of Treatment
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Total actual dose received

Total planned dose 

Administration of Study Drug 

number of cycles started

‘Actual dose administered’ on the eCRF (any dose > 0 units), that occurs in a given 

number of cycles

total planned dose the ‘ ’
applicable, the dose entered in ‘ ’ item, 
Parent Study Details -IMCgp100

total actual dose received is based on the ‘Actual dose administered’ entered on 
Administration of Study Drug 

The date of first study drug administration is taken from the earliest ‘Dose start date’ 

n from the latest ‘Dose end date’ 
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Dose interruption –

Administration of Study Drug
eCRF page where the response to ‘Did the patient receive investigational product at this visit?’ 

‘No, reason for dose omission’.

End of Treatment

he “Date of death or Last contact” (for t
alive) on the End of Study eCRF page and (ii) “Date patient last known to be alive” on the 

AE/SAE Prior and 
Concomitant Medication, , Administration of Study 
Drug, Vital Signs, Electrocardiogram, ,  Physical Examination. 

–
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s ‘Initial Grade’ 
and ‘ rade’ but not the date 

might have 

and the ‘Most Extreme Grade’ is than the ‘Initial Grade’, then the AE is 

classified as ‘missing’

values: ‘missing’, ‘mild’, ‘moderate’, ‘severe’, ‘life threatening’, and ‘death related to AE’). 

categories ‘possibly’ related or ‘related’ will be pooled to create the ‘related’ category. TEAEs 
‘missing’

“Action taken with the study drug” variable collected on the eCRF, where the variable is equal 
to ‘Drug permanently discontinued’. These will be flagged in the listing.
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Serious adverse events (SAEs) are those events recorded as ‘Yes’ in response to the “Does 
the Adverse Event meet seriousness criteria?” question on the

AE/SAE) 

‘ rade’
‘Grade 5 Death related to AE’, or Seriousness Criteria has ‘Death’ ticked

Death

Quantitative laboratory measurements reported as “< X”, i.e. below the lower limit of 
quantification (BLQ), or “> X”, i.e. above the upper limit of quantification (ULQ), will be 

i.e. as “< X” or “> X” in the listings.

–

o
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Laboratory tests covered by NCI CTCAE are as follows (found under ‘Investigations’ in the link 

–
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Overall assessment of ECG (Investigator’s judgment):

o

o

o
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–

o

o 450 msec (i.e. ‘Normal’)

o

o

o
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 90 mmHg
Grade 3:  160 mmHg

 60 mmHg
Grade 3:  100 mmHg

 20 breaths/min

 100 bpm

C
– 39.0 C
– 40.0 C

: >40.0 C

“NA” in lieu of “Low”, “Normal” or “High” in listings. 
nor High will be represented as “Normal”.
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ICH Steering Committee. (2005). ICH Harmonised Tripartite Guideline: The clinical evaluation of QT/QTc Interval 
Prolongation and Proarrhythmic Potential for Non-Antiarrhythmic Drugs E14. Retrieved from 
http://www.ich.org/fileadmin/Public_Web_Site/ICH_Products/Guidelines/Efficacy/E14/E14_Guideline.pdf 

Parent X, S. C. (2009). ["Corrected" calcium: calcium status underestimation in non-hypoalbuminemic patients and 
in hypercalcemic patients]. PubMed, 1. doi:10.1684/abc.2009.0348  

Services, U. D. (2010, June 14). National Institute of Health. Retrieved April 2, 2019, from CTCAE: 
https://evs.nci.nih.gov/ftp1/CTCAE/CTCAE_4.03/CTCAE_4.03_2010-06-14_QuickReference_5x7.pdf 
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possible. A prefix can be used to distinguish between a Table, Listing and Figure document (‘t’ 
for table, ‘l’ for listing and ‘f’ for figure). If there is only 1 
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The font type ‘Courier New’ should be used as a default for tables and listings, with a font size of 

Figures should have a default font of “Times Roman”, “Arial”, or “Courier New”.

derscores (‘_’) (the number of underscores 
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–

The column headings should be underlined with a row of underscores (‘_’)

“(N=XXX)”

“Statistic” should be the column header over n, Mean, SE, n (%) etc.
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>99.9% will be presented as ‘>99.9%’ (e.g., 99.99% is pr
< 0.1% will be presented as ‘<0.1%’ (e.g., 0.08% is presented as <0.1%). 
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lines of a table “line up”.

number “n”.

A “0” should be used to indicate a zero frequency.

or ‘ ‘
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A continuous line of underscores (‘_’) will follow the body of the table or listing prior to 

Only “typewriter” symbols are permitted – “*”, “$”, “#”, “@”, “&” and “+”.

The choice of footnote symbols should be consistent. E.g. if you have the footnote “# 
indicates last observation carried forward” for one table, the same symbol and footnote 
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beginning with the words “Programming Note” followed by a colon. These include notes on the 
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… …

randomized/actual treatment groups labelled as ‘Screen Failures’.
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Cannot be assigned as ‘post treatment’

Cannot be assigned as ‘post treatment’




