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ANEMIA PATIENT MANAGEMENT SUPPORT 
FOR YOUR PATIENTS WITH mCRPC

The information in this brochure is not meant to replace the clinical judgment of the attending physician.



Clinical Trials Experience . .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .   3

Anemia Severity Grading, Signs and Symptoms, and Monitoring . .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .   4

Adverse Reaction Data
     Trial 1 . .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .   5

     Trial 2 . .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .   8

Patient Counseling . .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .   10

NCCN Clinical Practice Guidelines in Oncology (NCCN Guidelines®):
Evaluation of Anemia. .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .   11

Management Considerations . .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .   12

Dosing and Administration . .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .   13

Abbreviations and References . .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .   15

TABLE OF CONTENTS

PG 2



Please see Important Safety Information throughout and complete Prescribing Information, including Medication Guide.

Table of ContentsReferences PG 3Clinical Trials Experience

Clinical studies supporting the indications for LYNPARZA in metastatic castration-resistant prostate cancer

PROpel1,2

A randomized, double-blind, placebo-controlled, multicenter, phase 3 trial comparing LYNPARZA + abiraterone with placebo + abiraterone  
in 796 patients with mCRPC. Patients in both arms also received either prednisone or prednisolone. All patients received a GnRH analog or  
had prior bilateral orchiectomy. FDA approval of LYNPARZA + abi/pred in the initial treatment of BRCAm mCRPC was based on an exploratory  
BRCAm subgroup (n=85). 

PROfound1,3

A randomized, open-label, multicenter, phase 3 trial comparing LYNPARZA with investigator’s choice of enzalutamide or abiraterone acetate in 
387 men with mCRPC and a tumor mutation in at least 1 of 15 genes involved in the HRR pathway who had progressed on prior enzalutamide or 
abiraterone for the treatment of metastatic prostate cancer and/or CRPC. All patients received a GnRH analog or had a prior bilateral orchiectomy. 
Patients with mutations in BRCA1, BRCA2, or ATM were randomized in Cohort A (n=245). Patients with mutations among 12 other HRR genes were 
randomized in Cohort B (n=142). Patients with co-mutations (BRCA1/2 or ATM plus a Cohort B gene) were assigned to Cohort A. 

INDICATIONS
LYNPARZA is a poly (ADP-ribose) polymerase (PARP) inhibitor indicated: 

BRCAm Metastatic Castration-Resistant Prostate Cancer in Combination with Abiraterone and Prednisone or Prednisolone

In combination with abiraterone and prednisone or prednisolone (abi/pred) for the treatment of adult patients with deleterious or suspected deleterious BRCA-mutated (BRCAm) 
metastatic castration-resistant prostate cancer (mCRPC). Select patients for therapy based on an FDA-approved companion diagnostic for LYNPARZA. 

HRR Gene-mutated Metastatic Castration-Resistant Prostate Cancer

For the treatment of adult patients with deleterious or suspected deleterious germline or somatic homologous recombination repair (HRR) gene-mutated metastatic castration-resistant 
prostate cancer (mCRPC) who have progressed following prior treatment with enzalutamide or abiraterone. Select patients for therapy based on an FDA-approved companion diagnostic 
for LYNPARZA.

IMPORTANT SAFETY INFORMATION
CONTRAINDICATIONS

There are no contraindications for LYNPARZA.

WARNINGS AND PRECAUTIONS 

Myelodysplastic Syndrome/Acute Myeloid Leukemia (MDS/AML): Occurred in approximately 1.2% of patients (26/2219) with various BRCAm, gBRCAm, HRR gene-mutated or  
HRD-positive cancers who received LYNPARZA in clinical studies as a single agent or as part of a combination regimen, consistent with the approved indications, and the majority of 
events had a fatal outcome. The median duration of therapy in patients who developed MDS/AML was approximately 2 years (range: <6 months to >4 years). All of these patients had 
previous chemotherapy with platinum agents and/or other DNA-damaging agents, including radiotherapy.

Do not start LYNPARZA until patients have recovered from hematological toxicity caused by previous chemotherapy (≤Grade 1). Monitor complete blood count for cytopenia at baseline 
and monthly thereafter for clinically significant changes during treatment. For prolonged hematological toxicities, interrupt LYNPARZA and monitor blood counts weekly until recovery.  
If the levels have not recovered to Grade 1 or less after 4 weeks, refer the patient to a hematologist for further investigations, including bone marrow analysis and  
blood sample for cytogenetics. Discontinue LYNPARZA if MDS/AML is confirmed.

https://www.azpicentral.com/pi.html?product=lynparza_tb
https://www.azpicentral.com/pi.html?product=lynparza_tb&medguide=y
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NCI CTCAE GRADES AND DESCRIPTION4,5,*

The National Cancer Institute (NCI) defines anemia as a reduction in the 
number of red blood cells, the amount of hemoglobin, and/or the volume 
of packed red blood cells. Clinically, anemia represents a reduction in the 
oxygen-transporting capacity of a designated volume of blood, resulting  
from an imbalance between blood loss (through hemorrhage or hemolysis) 
and blood production. 

SIGNS AND SYMPTOMS

Signs and symptoms of 
anemia may include:

• �Pallor of the skin and 
mucous membranes

• Shortness of breath

• Palpitations of the heart

• Soft systolic murmur

• Lethargy and fatigability

Grade Anemia Description

1 Hgb <LLN–10.0 g/dL; <LLN–6.2 mmol/L; <LLN–100 g/L

2 Hgb <10.0–8.0 g/dL; <6.2–4.9 mmol/L; <100–80 g/L

3 Hgb <8.0 g/dL; <4.9 mmol/L; <80 g/L; transfusion indicated

4 Life-threatening consequences; urgent intervention indicated

5 Death

Anemia Severity Grading, Signs and Symptoms, and Monitoring1,4,5,*

Please see Important Safety Information throughout and complete Prescribing Information, including Medication Guide.

This information is not meant to replace the clinical judgment of the attending physician.
*This is not the only adverse reaction that may be associated with LYNPARZA treatment.

MONITORING

• �Do not start LYNPARZA until patients have recovered from 
hematologic toxicity caused by previous chemotherapy 
(≤Grade 1)

• �Monitor complete blood count for cytopenia at baseline and 
monthly thereafter for clinically significant changes during 
treatment

• �For prolonged hematologic toxicities, interrupt LYNPARZA 
and monitor blood counts weekly until recovery

• �If the levels have not recovered to Grade 1 or less after 
4 weeks, refer the patient to a hematologist for further 
investigations, including bone marrow analysis and blood 
sample for cytogenetics

• �If MDS/AML is confirmed, discontinue LYNPARZA

IMPORTANT SAFETY INFORMATION (Cont’d) 
WARNINGS AND PRECAUTIONS (Cont’d)

Pneumonitis: Including severe and fatal cases, has occurred in patients treated with LYNPARZA. In clinical studies, among patients who received LYNPARZA as a single agent or as part of a 
combination regimen, the incidence of pneumonitis, including fatal cases, was 1.0% (29/2851). If patients present with new or worsening respiratory symptoms such as dyspnea, cough, and fever, 
or a radiological abnormality occurs, interrupt LYNPARZA treatment and promptly assess the source of the symptoms. If pneumonitis is confirmed, discontinue LYNPARZA treatment and treat the 
patient appropriately.

Venous Thromboembolism (VTE): Including severe or fatal pulmonary embolism (PE), occurred in patients treated with LYNPARZA. In the combined data of two randomized, placebo-
controlled clinical studies (PROfound and PROpel) in patients with metastatic castration-resistant prostate cancer (N=1180), VTE occurred in 8% of patients who received LYNPARZA, including 
pulmonary embolism in 6%. In the control arms, VTE occurred in 2.5%, including pulmonary embolism in 1.5%. Monitor patients for signs and symptoms of venous thrombosis and pulmonary 
embolism, and treat as medically appropriate, which may include long-term anticoagulation as clinically indicated.

Hepatotoxicity, including Drug-Induced Liver Injury (DILI): Hepatotoxicity, including severe and potentially fatal cases of DILI has occurred in patients treated with LYNPARZA. Evaluate 
bilirubin and transaminases at baseline and throughout treatment with LYNPARZA. For patients who develop abnormal liver tests after LYNPARZA, monitor more frequently for liver test 
abnormalities and clinical signs and symptoms of hepatic toxicity. If DILI is suspected, withhold LYNPARZA. Upon confirmation of DILI, discontinue LYNPARZA.

Embryo-Fetal Toxicity: Based on its mechanism of action and findings in animals, LYNPARZA can cause fetal harm. Verify pregnancy status in females of reproductive potential prior to initiating 
treatment. 

Males

Advise male patients with female partners of reproductive potential or who are pregnant to use effective contraception during treatment and for 3 months  
following the last dose of LYNPARZA and to not donate sperm during this time.

http://www.azpicentral.com/pi.html?product=lynparza_tb
http://www.azpicentral.com/pi.html?product=lynparza_tb&medguide=y
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Adverse reactions reported in ≥10% of patients who received LYNPARZA  
(with a difference of ≥5% vs placebo) in PROpel1

• �Fatal adverse reactions occurred in 6% of patients, including 
COVID-19 (3%) and pneumonias (0.5%)

• �Serious adverse reactions occurred in 39% of patients.  
Serious adverse reactions reported in >2% of patients  
included anemia (6%), COVID-19 (6%), pneumonia (4.5%), 
pulmonary embolism (3.5%), and urinary tract infection (3%)

• �Venous thromboembolism (VTE), including severe or fatal 
pulmonary embolism (PE), occurred in patients treated with 
LYNPARZA. In the combined data of two randomized,  
placebo-controlled clinical studies (PROfound and PROpel) in 
patients with metastatic castration-resistant prostate cancer 
(N=1180), VTE occurred in 8% of patients who received  
LYNPARZA, including pulmonary embolism in 6%. In the  
control arms, VTE occurred in 2.5% including pulmonary  
embolism in 1.5%

*�Graded according to the National Cancer Institute Common Terminology Criteria 
for Adverse Events (NCI CTCAE), version 4.03.

†Includes anemia, anemia macrocytic, and red blood cell count decreased.
‡Includes lymphocyte count decreased and lymphopenia.
§�Includes abdominal discomfort, abdominal pain, abdominal pain upper, and 
abdominal pain lower.

||Includes dizziness and vertigo.

PROpel: Select Adverse Reactions

In the full study population

PROPEL Adverse reactions

Grades 1–4 (%) Grades 3–4 (%)Adverse Reactions*

5

2.338
30 1.5

30
14

19
10

1

16
7

14
7

0.3

Abdominal pain§

Decreased appetite

DizzinessII

Diarrhea

Nausea

Fatigue (including asthenia)

Lymphopenia‡
14
6

48
18

13
7

0.3
0.3

0.3

0
0.5

1
0

0

1.8

16
3.3
16

3.3
16

3.3
Anemia†

Blood and lymphatic disorders

Gastrointestinal disorders

Metabolism and nutrition disorders

Nervous system disorders

Adverse reactions reported in ≥10% of patients who 

received LYNPARZA (with a difference of ≥5% vs placebo)

In the ITT population

LYNPARZA + abi/pred  (n=398)
placebo + abi/pred  (n=396)

General disorders and administration site conditions

See PROpel study description on page 3.

https://www.azpicentral.com/pi.html?product=lynparza_tb
https://www.azpicentral.com/pi.html?product=lynparza_tb&medguide=y
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In the full study population
Select laboratory abnormalities reported in ≥20% of patients in PROpel1

*�This number represents the safety population. The derived values in the table are based on the total number of evaluable patients for each laboratory parameter.

PROpel: Select Laboratory Abnormalities

12
1.381

23
11

70
49

1.2

5
0

23
6

0.3

97

23
20

Decrease in hemoglobin

Decrease in lymphocytes

Decrease in platelets

Decrease in absolute neutrophil count

PROPEL Lab abs WIDE

LYNPARZA + abi/pred  (n=398)*
placebo + abi/pred  (n=396)*

In the ITT population
Select laboratory abnormalities reported in ≥20% of 
patients in PROpel1

Laboratory Parameter Grades 1–4 (%) Grades 3–4 (%)

See PROpel study description on page 3.

https://www.azpicentral.com/pi.html?product=lynparza_tb
https://www.azpicentral.com/pi.html?product=lynparza_tb&medguide=y
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In the full study population

Time to onset (weeks) of first occurrence of adverse reactions* in ≥10% of patients who received 
LYNPARZA (with a difference of ≥5% vs placebo)6 n=398

• �The analysis above is descriptive. No statistical analysis was planned for these data. Results should be interpreted with caution
• �All dates of onset data reflect the earliest date on which the treatment-emergent adverse reaction was reported for each patient
• �Includes adverse reactions with first onset and worsening of adverse reactions (based on CTCAE grade) on or after the first dose, and up to  

and including 30 days following the last dose of study drug
•� ��The interquartile range (Q1:Q3) represents a measure of variability that is defined as the difference between the 75th and 25th percentiles  

(ie, the middle 50%) and is expressed as the range of values between the first quartile (25th percentile) and third quartile (75th percentile)
• �Monitor patients for adverse reactions during treatment with LYNPARZA and after discontinuation

Time to Onset (weeks) 
0 20 40 60 80 100 120 140 160

19.79
MIN: 2.00 MED: 19.79 MAX: 132.14 Q1: 8.14 Q3: 56.14

Lymphopenia‡ (n=54)

Nausea (n=118) 4.07
MIN: 0.14 MED: 4.07 MAX: 132.00 Q1: 1.00 Q3: 14.71

8.29
MIN: 0.14 MED: 8.29 MAX: 114.00Q1: 2.36 Q3: 23.07

Fatigue 
(including asthenia) 

(n=152)

Diarrhea (n=75) 29.43
MIN: 0.14 MED: 29.43 MAX: 142.43 Q1: 6.14 Q3:  74.57

Abdominal pain§ (n=53) 11.43
MIN: 0.14 MED: 11.43 MAX: 142.57 Q1: 4.43 Q3:  71.57

Dizziness|| (n=54) 14.86
MIN: 0.14 MED: 14.86 MAX: 114.43Q1: 2.71 Q3:  32.43

Decreased appetite (n=64) 11.50
MIN: 0.14 MED: 11.50 MAX: 136.00 Q1: 4.14 Q3:  56.21

8.29
MIN: 0.14 MED: 8.29 MAX: 144.14 Q1: 4.14 Q3: 23.86

Anemia† (n=190)

Median time to onset (weeks) Interquartile range (Q1:Q3)

Blood and Lymphatic Disorders

General Disorders and 
Administration Site Conditions

Gastrointestinal Disorders

Metabolism and Nutrition Disorders

Nervous System Disorders

Nausea 
(n=118) 4.070.14

MIN: 0.14 MED: 4.07 MAX: 132.0 Q1: 1.00 Q3: 14.71

Time to onset (weeks) 

8.14
MIN: 0.14 MED: 8.14 MAX: 144.0 Q1: 2.71 Q3: 21.93

Fatigue 
(n=112) 0.14

Diarrhea 
(n=75) 29.43

MIN: 0.14 MED: 11.43 MAX: 142.4 Q1: 4.43 Q3: 74.57
0.14

Abdominal Pain
(n=53) 36.35

MIN: 0.14 MED: 11.43 MAX: 142.57 Q1: 4.43 Q3: 71.57
0.14

Dizziness
(n=54) 26.52

MIN: 0.14 MED: 14.86 MAX: 114.43Q1: 2.71 Q3: 32.43
0.14

Decreased appetite 
(n=64)

11.50
MIN: 0.14 MED:11.50 MAX: 136.0 Q1: 4.14 Q3: 56.21

0.14

8.29
MIN: 0.14 MED: 8.29 MAX: 144.1 Q1: 4.14 Q3: 23.86

Anemia 
(n=189) 0.14

19.79
MIN: 2.00 MED: 19.79 MAX: 132.1 Q1: 8.14 Q3: 56.14

Lymphopenia
(n=54) 2.00

MIN.

Median (MED) time to onset (weeks) Interquartile range (Q1:Q3)

0 20 40 60 80 100 120 140 160

The ARs need to be reordered as follows:

Blood and Lymphatic Disorders
     Anemia
     Lymphopenia
General Disorders and Administration Site Conditions
     Fatigue
Gastrointestinal Disorders
     Nausea
     Diarrhea
     Abdominal Pain
Metabolism and Nutrition Disorders
     Decreased Appetite
Nervous System Disorders
     Dizziness

*�Graded according to the National Cancer Institute Common Terminology 
Criteria for Adverse Events (NCI CTCAE), version 4.03.

†�Includes anemia, anemia macrocytic, and red blood cell count decreased.

‡Includes lymphocyte count decreased and lymphopenia.
§�Includes abdominal discomfort, abdominal pain, abdominal pain upper,  
and abdominal pain lower.

||Includes dizziness and vertigo.

See PROpel study  
description on page 3.

https://www.azpicentral.com/pi.html?product=lynparza_tb
https://www.azpicentral.com/pi.html?product=lynparza_tb&medguide=y
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• �Fatal adverse reactions occurred in 4% of patients  
treated with LYNPARZA. These included pneumonia (1.2%),  
cardiopulmonary failure (0.4%), aspiration pneumonia 
(0.4%), intestinal diverticulum (0.4%), septic shock (0.4%), 
Budd-Chiari Syndrome (0.4%), sudden death (0.4%), and 
acute cardiac failure (0.4%)

• �Serious adverse reactions occurred in 36% of patients  
receiving LYNPARZA. The most frequent serious adverse 
reactions (≥2%) were anemia (9%), pneumonia (4%),  
pulmonary embolism (2%), fatigue/asthenia (2%), and  
urinary tract infection (2%)

• �Venous thromboembolism (VTE), including severe or fatal 
pulmonary embolism (PE), occurred in patients treated with 
LYNPARZA. In the combined data of two randomized,  
placebo-controlled clinical studies (PROfound and PROpel) 
in patients with metastatic castration-resistant prostate  
cancer (N=1180), VTE occurred in 8% of patients who  
received LYNPARZA, including pulmonary embolism in 6%. 
In the control arms, VTE occurred in 2.5% including  
pulmonary embolism in 1.5%

*���Graded according to the National Cancer Institute Common Terminology 
Criteria for Adverse Events (NCI CTCAE), version 4.03.

†Includes anemia and hemoglobin decreased.
‡Includes platelet count decreased and thrombocytopenia.

PROfound: Select Adverse Reactions

Adverse reactions reported in ≥10% of patients in PROfound (Cohort A+B)1

PROfound Adverse reactions

Adverse reactions reported in ≥10% of patients in 

PROfound (Cohorts A+B)1

41
19

30
18

11

10

2

3

Decreased appetite

Cough

Dyspnea

Fatigue (including asthenia)

Thrombocytopenia‡

Anemia†

12
3

46
15

41
32

Blood and lymphatic disorders

General disorders and administration site conditions

Gastrointestinal disorders

Metabolism and nutrition disorders

Respiratory, thoracic, and mediastinal disorders

21

4

1
0

2

0

2

1
0

1

3
5

1
1

0

0

0

5

Vomiting

Diarrhea

Nausea

21
7

18
12

Grades 1–4 (%) Grades 3–4 (%)Adverse Reactions*

LYNPARZA (n=256)
Investigator’s choice of enzalutamide or abiraterone (n=130)

See PROfound study description on page 3.

https://www.azpicentral.com/pi.html?product=lynparza_tb
https://www.azpicentral.com/pi.html?product=lynparza_tb&medguide=y
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*�This number represents the safety population. The derived values in the table are based on the total number of evaluable patients for each laboratory parameter.
 †Patients were allowed to enter clinical studies �with laboratory values of CTCAE Grade 1.

Laboratory abnormalities reported in ≥25% of patients in PROfound (Cohort A+B)1

PROfound: Laboratory Abnormalities

Decrease in hemoglobin

Decrease in leukocytes

Decrease in lymphocytes

Laboratory Parameter†

Decrease in absolute neutrophil count

Grades 1–4 (%) Grades 3–4 (%)

13
4

4
0

23
13

3
0

98

73

53
21

62
34

34
9

LYNPARZA (n=256)*
Investigator’s choice of enzalutamide or abiraterone (n=130)*

PROFOUND WIDE

Laboratory abnormalities reported in ≥25% of 

patients in PROfound (Cohorts A+B)1

See PROfound study description on page 3.

https://www.azpicentral.com/pi.html?product=lynparza_tb
https://www.azpicentral.com/pi.html?product=lynparza_tb&medguide=y
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Clear communication around treatment goals and adverse reaction management may inform a patient’s experience on therapy7-10

PATIENT COUNSELING1, 8-10

1. �Anemia was one of the most common side effects reported in clinical studies  
with olaparib (LYNPARZA)

2. �Management strategies exist to aid in the alleviation of the symptoms of anemia11

3. �Regular blood tests are necessary to monitor for hematological adverse reactions, 
including anemia

4.� ��There is the possibility that a blood transfusion may be required11

5. Communication with their care team may inform their experience on therapy 7-10

6. �They should contact their healthcare provider if they experience weakness, feeling tired, 
fever, weight loss, frequent infections, bruising, bleeding easily, breathlessness, blood in 
urine or stool, and/or laboratory findings of low blood cell counts, or a need for blood 
transfusions. This may be a sign of hematological toxicity or a more serious uncommon 
bone marrow problem called myelodysplastic syndrome (MDS) or acute myeloid 
leukemia (AML), which has been reported in patients treated with olaparib (LYNPARZA)

7. �They should immediately report any signs or symptoms of thromboembolism, such as pain 
or swelling in an extremity, shortness of breath, chest pain, tachypnea, or tachycardia

8. �They should report to their healthcare provider any new or worsening symptoms that 
they experience while taking medication

Before starting treatment with olaparib (LYNPARZA), review expectations  
with patients and caregivers on:
• The types of adverse reactions that may occur
• How adverse reactions may be managed
• �The importance of reporting any adverse reactions to their care team

Evaluation for risk of adverse reactions and close monitoring by a multidisciplinary 
healthcare team can inform treatment planning and help optimize dosing strategy.

Some support methods to consider:
• �Individual nurse consultations to educate patients
• �Nurse telephone follow-up after the initial nurse education session
• �Multidisciplinary care team counseling on managing adverse reactions and the  

importance of reporting adverse reactions
• �Pharmacist counseling supplemented with written educational materials
• �Pharmacist telephone follow-up after counseling sessions

Proactive discussion between patients and care teams regarding possible adverse reactions can help optimize patient care7-10

Patient Counseling

IMPORTANT SAFETY INFORMATION (Cont’d)
DRUG INTERACTIONS 

Anticancer Agents: Clinical studies of LYNPARZA with other myelosuppressive anticancer agents, including DNA-damaging agents, indicate a potentiation and prolongation of 
myelosuppressive toxicity. 

CYP3A Inhibitors: Avoid coadministration of strong or moderate CYP3A inhibitors when using LYNPARZA. If a strong or moderate CYP3A inhibitor must be coadministered, reduce the 
dose of LYNPARZA. Advise patients to avoid grapefruit, grapefruit juice, Seville oranges, and Seville orange juice during LYNPARZA treatment.

CYP3A Inducers: Avoid coadministration of strong or moderate CYP3A inducers when using LYNPARZA.

Advise patients that:

https://www.azpicentral.com/pi.html?product=lynparza_tb
https://www.azpicentral.com/pi.html?product=lynparza_tb&medguide=y
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Select NCCN Guidelines® for Hematopoietic Growth Factors11

Risk Assessment and 
Indications for Transfusion 

(See next page)

Treat as indicated

No cause identified

Then consider
• �Hemorrhage (consider upper and lower endoscopic  

evaluation)
• �Hemolysis (ie, direct antiglobulin test, disseminated 

intravascular coagulation (DIC) panel, haptoglobin, 
indirect bilirubin, lactate dehydrogenase [LDH])

• �Nutritional (ie, iron, total iron-binding capacity,  
ferritin, B12, folate)‡

• �Inherited (ie, prior history, family history)
• �Renal dysfunction (glomerular filtration rate [GFR] 

<60 mL/min/1.73 m2)
• �Cancer treatment or other drug-induced 

myelosuppression/anemia
• �Hormone dysfunction (ie, hypogonadism, adrenal  

dysfunction, hyper/hypothyroidism)
• �Anemia of chronic inflammation (ie, C-reactive protein 

[CRP] and erythrocyte sedimentation rate [ESR])
• �Secondary myeloid disorders including clonal cytopenia 

of undetermined significance (CCUS)

First check
• �Reticulocyte 

count† and mean 
corpuscular  
volume (MCV)

• CBC with indices
• �Blood smear 

morphology

 �NCCN makes no warranties of any kind whatsoever regarding their content, use or application and disclaims any responsibility for their application or use in any way.

Adapted with permission from the NCCN Clinical Practice Guidelines in Oncology (NCCN Guidelines®) for Hematopoietic Growth Factors V.3.2026. © National Comprehensive  
Cancer Network, Inc. 2025. All rights reserved. The NCCN Guidelines® and illustrations herein may not be reproduced in any form for any purpose without the express written 
permission of NCCN. To view the most recent and complete version of the NCCN Guidelines, go online to NCCN.org. The NCCN Guidelines are a work in progress that may be 
refined as often as new significant data becomes available.

Hemoglobin 
concentration  
to prompt an  
evaluation of  
anemia

Evaluate anemia for possible cause as indicated:

Evaluation of Anemia

Hgb ≤11 g/dL  
or ≥2 g/dL below 
baseline*

‡�In general, the lower the level of ferritin, the higher the probability that the patient has true iron deficiency anemia. However, in 
the cancer setting, be aware of a chronic inflammatory state, which may falsely elevate the serum ferritin. Additionally, if serum 
iron studies are not performed while the patient is fasting or if the patient has taken a recent oral iron tablet, serum iron levels 
may be falsely elevated, and thus also falsely elevate the percent transferrin saturation (TSAT). Fasting is preferred when testing 
for serum iron and total iron-binding capacity.

*�Consideration of gender  
in evaluation of anemia  
is relevant since women 
have a lower baseline  
Hgb than men.

†�Correct reticulocyte count 
for degree of anemia.
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Risk assessment and management considerations for anemia in patients with cancer11,*

This information is not meant to replace the clinical judgment of the attending physician.

OBSERVE  
WITH PERIODIC REEVALUATION

• �Asymptomatic patients without significant  
comorbidities†

CONSIDER  
RBC TRANSFUSION PER AABB GUIDELINES‡

• �If high-risk patients (ie, progressive decline in Hgb 
with recent intensive chemotherapy or radiation)

OR
• �Asymptomatic patients with comorbidities†:
  – Cardiac disease
  – Chronic pulmonary disease
  – Cerebral vascular disease

 If no cause of anemia is identified based on evaluation, perform risk assessment and consider transfusion if indicated.

 See NCCN Guidelines for Hematopoietic Growth Factors for further information.

 NCCN makes no warranties of any kind whatsoever regarding their content, use or application and disclaims any responsibility for their application or use in any way.

  
RBC TRANSFUSION PER AABB GUIDELINES‡

• �Symptomatic (physiologic) patients:
  – Sustained tachycardia
  – Tachypnea
  – Chest pain
  – Dyspnea on exertion
  – Lightheadedness
  – Syncope
  – �Severe fatigue preventing work and usual activity§

Management Considerations

*This is not the only adverse reaction that may be associated with olaparib (LYNPARZA) treatment. 
† Degree of severity of comorbidities in combination with the degree of severity of anemia should be taken into consideration when initiating RBC transfusion.
‡The AABB has made recommendations regarding appropriate indications for RBC transfusion. Further details are included in the NCCN Guidelines. 
§Fatigue (FACT-F) and Anemia (FACT-An) subscales of the Functional Assessment of Cancer Therapy (FACT) and Brief Fatigue Inventory (BFI) are examples of standardized measures for assessing patient-reported fatigue.

IMPORTANT SAFETY INFORMATION (Cont’d)
USE IN SPECIFIC POPULATIONS

Lactation: No data are available regarding the presence of olaparib in human milk, its effects on the breastfed infant or on milk production. Because of the potential for serious adverse 
reactions in the breastfed infant, advise a lactating woman not to breastfeed during treatment with LYNPARZA and for 1 month after receiving the final dose. 

Pediatric Use: The safety and efficacy of LYNPARZA have not been established in pediatric patients.

Hepatic Impairment: No adjustment to the starting dose is required in patients with mild or moderate hepatic impairment (Child-Pugh classification A and B). There are no data in patients 
with severe hepatic impairment (Child-Pugh classification C).

Renal Impairment: No dosage modification is recommended in patients with mild renal impairment (CLcr 51-80 mL/min estimated by Cockcroft-Gault). In patients with moderate  
renal impairment (CLcr 31-50 mL/min), reduce the dose of LYNPARZA to 200 mg twice daily. There are no data in patients with severe renal impairment or end-stage renal disease  
(CLcr ≤30 mL/min).

https://www.azpicentral.com/pi.html?product=lynparza_tb
https://www.azpicentral.com/pi.html?product=lynparza_tb&medguide=y
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COMBINATION THERAPY

MONOTHERAPY

LYNPARZA 
Recommended Daily Dose
300 mg (two 150-mg tablets) taken orally, twice-daily 
(total 600 mg daily) with or without food

LYNPARZA 
Recommended Daily Dose
300 mg (two 150-mg tablets) taken orally, twice daily  
(total 600 mg daily) with or without food

abiraterone 
1000 mg taken orally, once daily

prednisone or prednisolone 
5 mg taken orally, twice daily

Abiraterone must be taken on an empty stomach. No food should be consumed for at least 2 hours  
before the dose of abiraterone is taken and for at least 1 hour after the dose of abiraterone is taken.

Tablets shown are not actual size.

Refer to the Prescribing Information for abiraterone for complete dosing information for that product.

1x daily500 mg500 mg

2x daily
150 mg

150 mg

2x daily
150 mg

150 mg

or

With food Without food

or

With food Without food

Without food

(total 10 mg daily)

2x daily5 mg

with

For monotherapy and combination therapy

• Continue treatment until disease progression or unacceptable toxicity

• �Inform patients to avoid grapefruit, grapefruit juice, Seville oranges, and Seville orange juice while  
taking LYNPARZA

• �Patients receiving LYNPARZA for mCRPC should also receive a GnRH analog concurrently or should have  
had bilateral orchiectomy

• �If a patient misses a dose of LYNPARZA, instruct patient to take their next dose at its scheduled time.
Instruct patient to swallow tablets whole. Do not chew, crush, dissolve or divide tablet

• �This is not all dosing and administration information necessary to dose LYNPARZA. Please see full  
Prescribing Information

IMPORTANT SAFETY INFORMATION
CONTRAINDICATIONS

There are no contraindications for LYNPARZA. 

WARNINGS AND PRECAUTIONS 

Myelodysplastic Syndrome/Acute Myeloid Leukemia (MDS/AML): Occurred in approximately 1.2% of patients (26/2219) with various BRCAm, gBRCAm, HRR gene-mutated or HRD-
positive cancers who received LYNPARZA in clinical studies as a single agent or as part of a combination regimen, consistent with the approved indications, and the majority of events 
had a fatal outcome. The median duration of therapy in patients who developed MDS/AML was approximately 2 years (range: <6 months to >4 years). All of these patients had previous 
chemotherapy with platinum agents and/or other DNA-damaging agents, including radiotherapy.

Do not start LYNPARZA until patients have recovered from hematological toxicity caused by previous chemotherapy (≤Grade 1). Monitor complete blood count for cytopenia at baseline 
and monthly thereafter for clinically significant changes during treatment. For prolonged hematological toxicities, interrupt LYNPARZA and monitor blood counts weekly until recovery.  
If the levels have not recovered to Grade 1 or less after 4 weeks, refer the patient to a hematologist for further investigations, including bone marrow analysis and blood sample for 
cytogenetics. Discontinue LYNPARZA if MDS/AML is confirmed.

Pneumonitis: Including severe and fatal cases, has occurred in patients treated with LYNPARZA. In clinical studies, among patients who received LYNPARZA as a single agent or as part 
of a combination regimen, the incidence of pneumonitis, including fatal cases, was 1.0% (29/2851). If patients present with new or worsening respiratory symptoms such as dyspnea, 
cough, and fever, or a radiological abnormality occurs, interrupt LYNPARZA treatment and promptly assess the source of the symptoms. If pneumonitis is  
confirmed, discontinue LYNPARZA treatment and treat the patient appropriately.

Please see Important Safety Information throughout and complete Prescribing Information, including Medication Guide.

https://www.azpicentral.com/pi.html?product=lynparza_tb
https://www.azpicentral.com/pi.html?product=lynparza_tb&medguide=y
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DOSE INTERRUPTION OR

Management options for adverse reactions on LYNPARZA may include:

Reduce to

DOSE REDUCTION

Consider dose

interruption if a patient

experiences

an adverse reaction

100 mg

150 mg

150 mg

150 mg

500 mg
500 mg

5 mg

100 mg

150 mg

150 mg

150 mg

500 mg
500 mg

5 mg

Initial reduction to 250 mg
(one 150-mg tablet and one

100-mg tablet) taken twice daily
(total 500 mg daily)

Further reduction to 200 mg
(two 100-mg tablets)  

taken twice daily
(total 400 mg daily)

Reduce to

Consider a dose reduction if a patient experiences an adverse reaction

INITIAL REDUCTION FURTHER REDUCTION

Tablets shown are not actual size.

Dosage modifications for concomitant use with strong or moderate CYP3A inhibitors
Avoid concomitant use of strong or moderate CYP3A inhibitors with LYNPARZA. If concomitant use cannot be avoided, reduce LYNPARZA dosage to:
• 100 mg twice daily when used concomitantly with a strong CYP3A inhibitor
• 150 mg twice daily when used concomitantly with a moderate CYP3A inhibitor
After the inhibitor has been discontinued for 3–5 elimination half-lives, resume the LYNPARZA dose taken prior to initiating the CYP3A inhibitor.

Dosage modifications for renal impairment
In patients with moderate renal impairment (CLcr 31–50 mL/min), reduce the LYNPARZA dosage to 200 mg taken orally twice daily.

See the Prescribing Information for additional dosing and administration information.

Dose modification options for LYNPARZA1

Dosing and Administration for LYNPARZA

As part of your assessment and management of an adverse reaction, evaluate whether LYNPARZA dosing should be interrupted, reduced, or discontinued.

IMPORTANT SAFETY INFORMATION (Cont’d) 
WARNINGS AND PRECAUTIONS (Cont’d)

Venous Thromboembolism (VTE): Including severe or fatal pulmonary embolism (PE), occurred in patients treated with LYNPARZA. In the combined data of two randomized,  
placebo-controlled clinical studies (PROfound and PROpel) in patients with metastatic castration-resistant prostate cancer (N=1180), VTE occurred in 8% of patients who received 
LYNPARZA, including pulmonary embolism in 6%. In the control arms, VTE occurred in 2.5%, including pulmonary embolism in 1.5%. Monitor patients for signs and symptoms of venous 
thrombosis and pulmonary embolism, and treat as medically appropriate, which may include long-term anticoagulation as clinically indicated.

Hepatotoxicity, including Drug-Induced Liver Injury (DILI): Hepatotoxicity, including severe and potentially fatal cases of DILI has occurred in patients treated with LYNPARZA. Evaluate 
bilirubin and transaminases at baseline and throughout treatment with LYNPARZA. For patients who develop abnormal liver tests after LYNPARZA, monitor more frequently for liver test 
abnormalities and clinical signs and symptoms of hepatic toxicity. If DILI is suspected, withhold LYNPARZA. Upon confirmation of DILI, discontinue LYNPARZA.

Embryo-Fetal Toxicity: Based on its mechanism of action and findings in animals, LYNPARZA can cause fetal harm. Verify pregnancy status in females of reproductive potential prior to initiating 
treatment. 

Males

Advise male patients with female partners of reproductive potential or who are pregnant to use effective contraception during treatment and for 3 months  
following the last dose of LYNPARZA and to not donate sperm during this time.

https://www.azpicentral.com/pi.html?product=lynparza_tb
https://www.azpicentral.com/pi.html?product=lynparza_tb&medguide=y
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Abbreviations
AABB=Association for the Advancement of Blood & Biotherapies; abi/pred=abiraterone plus prednisone or prednisolone; ATM=ataxia-telangiectasia mutated; BRCA1=breast cancer susceptibility gene 1; BRCA2=breast cancer susceptibility gene 2; 
BRCA1/2=breast cancer susceptibility gene 1/2; BRCAm=BRCA-mutated or BRCA mutation(s); CBC=complete blood count; CLcr=creatinine clearance; COVID-19=coronavirus disease 2019; CRPC=castration-resistant prostate cancer; 
gBRCAm=germline BRCA-mutated or germline BRCA mutation(s); GnRH=gonadotropin-releasing hormone; Hgb=hemoglobin; HRD=homologous recombination deficiency; HRR=homologous recombination repair; LLN=lower limit of normal; 
mCRPC=metastatic castration-resistant prostate cancer; NCCN=National Comprehensive Cancer Network® (NCCN®); RBC=red blood cell.
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These considerations are based on the Prescribing Information for LYNPARZA, as well as information 
adapted from guidelines developed independently by the organizations cited herein.  

The most up-to-date and complete information developed by these organizations is available online.

This information is not meant to replace the clinical judgment of the attending physician.

Please see Important Safety Information throughout and complete Prescribing Information, including Medication Guide.

LYNPARZA is a registered trademark of the AstraZeneca group of companies. ©2025 AstraZeneca. All rights reserved. US-105328 Last Updated 12/25
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