
2. SYNOPSIS

Study centers

Publications

Objectives and criteria for evaluation

Table S1 Objectives and endpoints 
Primary Objective: Outcome Measure:

Secondary Objectives: Outcome Measures:

Safety Objective: Outcome Measure:

Exploratory Objectives: Outcome Measure:
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Study design

Target patient population and sample size
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Investigational product and comparator(s): dosage, mode of administration and batch 
numbers

Duration of treatment

Statistical methods

Subject population
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Summary of efficacy results
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Summary of safety results

CONFIDENTIAL AND PROPRIETARY 5 of 6



Conclusion(s)
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Clinical Study Report Errata AstraZeneca
cediranib (AZD2171) plus olaparib (AZD2281)
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1 CLARIFICATION ON HY’S LAW CASE STATEMENT

Purpose: To clarify that no cases of potential Hy’s Law met the criteria for Hy’s Law.

Section Page Original text Revised text

2 Synopsis 6 in full 

CSR; 5 in 

standalone 

synopsis 

document

Three patients met predefined 

criteria for potential Hy's Law, of 

which 1 was determined to be a case 

of potential DILI.

Three patients met predefined criteria for potential Hy's 

Law, of which 1 was determined to be a case of 

potential DILI.  None of the reports of abnormalities in 

liver function parameters were consistent with the 

criteria of Hy’s Law.

12.4.2.4 Elevations 

in alanine 

aminotransferase or 

aspartate 

aminotransferase 

accompanied by 

elevations in total 

bilirubin

96 Three patients met predefined 

criteria for potential Hy's Law, of 

which 1 was determined to be a case 

of potential DILI.

Three patients met predefined criteria for potential Hy's 

Law, of which 1 was determined to be a case of 

potential DILI.  None of the reports of abnormalities in 

liver function parameters were consistent with the 

criteria of Hy’s Law.

12.6 Safety 

evaluation 

conclusions

99 Three patients met predefined 

criteria for potential Hy's Law, of 

which 1 was determined to be a case 

of potential DILI.

Three patients met predefined criteria for potential Hy's 

Law, of which 1 was determined to be a case of 

potential DILI.  None of the reports of abnormalities in 

liver function parameters were consistent with the 

criteria of Hy’s Law.

13.1 Discussion 100 Three patients met predefined 

criteria for potential Hy's Law, of 

which 1 was determined to be a case 

of potential DILI.

Three patients met predefined criteria for potential Hy's 

Law, of which 1 was determined to be a case of 

potential DILI.  None of the reports of abnormalities in 

liver function parameters were consistent with the 

criteria of Hy’s Law.




