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Table 10.1-1









ݐݏ݋ܲ) ݈݁݊݅݁ݏܾܽ ݐ݊ݑ݋ܿ/݁ݎ݋ܿݏ ∗ ݈݁݊݅݁ݏܾܽ ݈݁݊݅݁ݏܽܤ݊݋݅ݐܽݎݑ݀ ݐ݊ݑ݋ܿ/݁ݎ݋ܿݏ ∗ ݐݏ݋݌ ݈݁݊݅݁ݏܾܽ ݊݋݅ݐܽݎݑ݀ − 1) × 100)



∑ ௜ୀ௡௜ୀଵ݅ܦ ) /365.25∑ ௜ୀ௡௜ୀଵ݅ܦ ) /7





୬୳୫ୠୣ୰ ୭୤ ୡ୭୫୮୪୧ୟ୬୲ ୢୟ୷ୱ୬୳୫ୠୣ୰ ୭୤ ୢୟ୷ୱ ୵୧୲୦ ୬୭୬ି୫୧ୱୱ୧୬୥ ୲୭୲ୟ୪ ୢୟ୧୪୷ ୢ୭ୱୣ ୧୬୤୭୰୫ୟ୲୧୭୬ ୵୧୲୦୧୬ ୲୦ୣ ୱ୲୳ୢ୷ ୮ୣ୰୧୭ୢ

୬୳୫ୠୣ୰ ୭୤ ୢୟ୷ୱ ୵୧୲୦ ୲୭୲ୟ୪ ୢୟ୧୪୷ ୢ୭ୱୣୀ ଴ୱ୲୳ୢ୷ ୮ୣ୰୧୭ୢ ୢ୳୰ୟ୲୧୭୬∗
୬୳୫ୠୣ୰ ୭୤ ୢୟ୷ୱ ୵୧୲୦ ୲୭୲ୟ୪ ୢୟ୧୪୷ ୢ୭ୱୣ ୧ୱ வଵଶୱ୲୳ୢ୷ ୮ୣ୰୧୭ୢ ୢ୳୰ୟ୲୧୭୬∗

୬୳୫ୠୣ୰ ୭୤ ୢୟ୷ୱ ୵୧୲୦ ୫୧ୱୱ୧୬୥ ୢ୧ୟ୰୷ ୢ୭ୱ୧୬୥ ୧୬୤୭୰୫ୟ୲୧୭୬ୱ୲୳ୢ୷ ୮ୣ୰୧୭ୢ ୢ୳୰ୟ୲୧୭୬∗
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݉ݑܵ ݂݋ ℎ݁ݐ ܴܰܵ ݕݐ݅ܿ݅ݐݏܽ݌ݏ ݏ݁ݎ݋ܿݏ ݃݊݅ݎݑ݀ ℎ݁ݐ 7 − ݕܽ݀ ݎܾ݁݉ݑܰ݀݋݅ݎ݁݌ ݂݋ ݏݕܽ݀ ݅݊ ℎ݅ܿℎݓ ℎ݁ݐ daily diary ݏܽݓ ݀݁ݐ݈݁݌݉݋ܿ ݃݊݅ݎݑ݀ ℎ݁ݐ 7 − ݕܽ݀ ݀݋݅ݎ݁݌

݈ܽݐ݋ܶ ݉ݏܽ݌ݏ ݐ݊ݑ݋ܿ ݃݊݅ݎݑ݀ ℎ݁ݐ 7− ݕܽ݀ ݎܾ݁݉ݑܰ݀݋݅ݎ݁݌ ݂݋ ݏݕܽ݀ ݅݊ ℎ݅ܿℎݓ ℎ݁ݐ ݕ݈݅ܽ݀ ݕݎܽ݅݀ ݏܽݓ ݀݁ݐ݈݁݌݉݋ܿ ݃݊݅ݎݑ݀ ℎ݁ݐ 7 − ݕܽ݀ ݀݋݅ݎ݁݌
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݀௜ ݅ ݅
݀̅ ݀௜݊

ොௗ௜௙௙ଶߪ = 1(݊ − 1)෍൫݀௜ − ݀̅൯²௡
௜

෡ܰ = ൫ݐଵିఈ + ଶߜଵିఉ൯ଶݐ ොௗ௜௙௙ଶߪ



ෝܰ = ൫ߙ−1ݐ + 2ߜ൯2ߚ−1ݐ 1(݊ − 1)෍(݀݅ − ത݀)²݊
݅
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Abnormality Criteria

Clinical laboratory parameters

Toxicity Criteria 
for Laboratory Hematology and coagulation Parameters based on CTCAE version 5.0

Toxicity Criteria for Laboratory Biochemistry Parameters based on 
CTCAE version 5.0



Abnormality Criteria

Appendix Abnormality Criteria

Appendix Abnormality Criteria
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Exploratory Objectives: 
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in text (even at first use)
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Purpose
This addendum to the SAP describes the reporting and analyses of data collected under Protocol 
GWSP20105 V1.0 dated 22Jul2020 following the early termination of the study.

Scope
This addendum supplements the SAP.

Introduction
This SAP addendum should be read in conjunction with the study protocol V1.0 dated 22Jul2020, CRF 
V1.0 04Jul2021 and SAP V1.0 08Jun2022. 

Final approval of the SAP addendum will occur prior to study unblinding.

The decision was made on 9th November 2022 to discontinue the study and halt any further enrollment of 
patients without the planned number of patients being recruited.  As a result of this, an abbreviation of the 
planned analysis and reporting as detailed in the protocol and SAP will be conducted.

Statistical Methods

The abbreviated reporting will follow the strategy as detailed in Table 3.2-1.

Table 3.2-1 Strategy for abbreviated reporting

Hierarchy GWSP20105
Primary LLMT-6 Inferential and descriptive statistics; 

no supplementary, no subgroup 
analyses and no imputations for 
missing data

Secondary LLMT-4

TEAEs As established in study SAP to 
support safety assessment of 
Nabiximols as a globally marketed 
product

Vital signs
Labs
ECG
C-SSRS
PK No processing, analyses, or 

reporting
Exploratory T25FW Data cleaning for inclusion in 

listings; no descriptive or inferential 
statistics

NRS spasticity
Daily spasm count
MSSS-88
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Glossary of Abbreviations
Glossary of Abbreviations:

CRF Case report form

SAP Statistical analysis plan


