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stage renal disease (creatinine clearance ≤30 m





≥20% of patients) from LYNPARZA 

modification. The most commonly reported adverse reactions (in ≥1% of patients) with 
CTCAE grade ≥3 severity were anemia, fatigue (including asthenia), neutropenia, abdominal 

The most commonly reported serious adverse events (in ≥1% of patients) were: anemia 

Anemia was the most common CTCAE grade ≥3 adverse reaction reported in clinical studies 



Clinical Trial Adverse Drug Reactions 

Because clinical trials are conducted under very specific conditions the adverse reaction rates 
observed in the clinical trials may not reflect the rates observed in practice and should not be 
compared to the rates in the clinical trials of another drug.  Adverse drug reaction 
information from clinical trials is useful for identifying drug-related adverse events and for 
approximating rates. 

Study 19

Table 1 Adverse Drug Reactions Reported in Study 19 (Safety Analysis Set) 

Preferred term LYNPARZA 400 mg capsules 
twice daily 

N=136 

Placebo 

N=128 

All Grades 
 

Grade 3 and 
higher 

All Grades 
 

Grade 3 and 
higher 

Blood & Lymphatic Disorders

Gastrointestinal Disorders



In Study 19, the most commonly reported serious adverse events (≥1%) in patients treated 



Laboratory Abnormalities Reported in ≥25% of Patients in Study 19

 



pooled rials

.

are defined as: very common (≥1/10); common (³1/100 to <1/10); uncommon (≥1/1,000 to 
<1/100); rare (≥1/10,000 to <1/1000); and very rare (<1/10,

3  

  
Overall Frequency 

 
grade 3 and above





- eractions
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Evidence

  

Pharmacokinetic Interactions  (Drugs that may affect olaparib)





administration of St. John’s Wort,
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neutrophil levels should be ≤ CTCAE grade 1) (see ADVERSE REACTIONS).

disease (creatinine clearance ≤30 mL/min) as safety 



Table 5 Comparison of LYNPARZA capsules and tablets information 

Dosage 
Formulation, 
Strength, and 
Packaging 

Capsules 50 mg Tablets 150 mg  
Tablets 100 
mg 

Only to be 
used for 
tablet dose 
reductions 

Initial reduced dosage:

For further reductions use:

Initial reduced dosage:

For further reductions use:

Strong inhibitor:

Moderate inhibitor:

Strong inhibitor:

Moderate inhibitor:

Missed Dose 

Special patient populations 





–

μg/mL

– –

μg/mL

–

μg*h/mL

μg*h/mL



following a single 300 mg tablet dose were 42.1 μg*h/mL 
(n=204) and 5.8 μg/mL (n=204), respectively, and the steady state geometric mean AUC a

following 300 mg tablet twice daily were 49.0 μg*h/mL (n=227) and 7.7 μg/mL (n=227), 

concentrations of 10 μg/m





“OLAPARIB 50 mg” on the cap and the AstraZeneca l
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(23.5%) patients received treatment for ≥ 2 years in the ola
(3.9%) patients in the placebo group. A total of 18 (13.2%) patients received treatment for ≥5 

≥50 to <65

≥65



(2) In bed ≤50% of the time

–



treatment for ≥2 years and 14.9% for ≥5 years. In the placebo
remained on treatment for ≥2 years and 1.6% for ≥5 years.
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results from the tumour’s loss of 

at up to a maximum concentration of 31.6 μM.  

of 226 μM, 
μM)
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