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Plain Language Summary of Publication

First draft submitted: 30 August 2023; Accepted for publication: 7 December 2023; Published online: 22 January 2024

Prospective evaluation of the tolerability and 
efficacy of niraparib dosing based on baseline 
body weight and platelet count: results from 
the PRIMA/ENGOT-OV26/GOG-3012 trial

What is this summary about? 
This document provides a summary of results from the article that 
evaluated the safety and efficacy of the fixed and individualized starting 
doses of niraparib in the PRIMA study. The original article was published in 
the journal Cancer in March 2023. 

The PRIMA study included adult patients with newly diagnosed advanced 
ovarian cancer who had finished treatment with chemotherapy and 
surgery. Once patients entered the study, they were treated with an oral 
medication called niraparib or placebo (substance with no effects that a 
doctor gives to a patient instead of a drug). The amount of drug (dose) 
prescribed for patients to take at the start of treatment was determined 
by the study plan (a document that describes in detail how the study 
will be performed). Some patients were treated with a fixed starting 
dose (300 milligrams [mg] once daily), while others were treated with an 
individualized dose (200 or 300 mg once daily) based on how much they 
weighed and the results of their blood test. The individualized dose was 
tested to see if it improved patient safety without changing how well the drug worked (efficacy).

What were the results? 
The individualized starting dose of niraparib improved patient safety, with a lower proportion of patients experiencing 
side effects than the fixed starting dose. The individualized starting dose of niraparib also delayed the cancer from coming 
back (recurring) or getting worse (progressing) compared with placebo. The delay in the cancer coming back or getting worse 
with niraparib treatment was generally similar in patients who received the individualized starting dose and those who received 
the fixed starting dose of niraparib.

What do the results mean? 
The results support the use of the individualized starting dose of niraparib, which uses a patient’s body weight and blood test 
results to determine how much drug they should receive at the start of treatment. The study found that the individualized starting 
dose improved safety compared with the fixed starting dose while still delaying the cancer from coming back or getting worse. 

The individualized starting dose of niraparib is approved in multiple countries worldwide for 
the first-line maintenance treatment of patients with advanced ovarian cancer whose cancer 
responded to initial treatment. Niraparib approval varies by country; please check with your 
local provider for more details.

Summary
How to say (double click sound icon 
to play sound)...

• Niraparib: nih-RAP-uh-rib 
• Homologous: huh-MAA-luh-guhs 
• Recombination: ree-kaam-buh-NAY-
shn 
• BRCA: brah-KUH 
• Platelets: PLAYT-luhts

Mansoor R Mirza1, Antonio González-Martín2, Whitney S Graybill3, David M O’Malley4, Lydia Gaba5,  
Oi Wah Stephanie Yap6, Eva M Guerra7, Peter G Rose⁸, Jean-François Baurain⁹, Sharad A Ghamande10,  
Hannelore Denys11, Emily Prendergast12, Carmela Pisano13, Philippe Follana14, Klaus Baumann15, Paula M Calvert16, 
Jacob Korach17, Yong Li18, Izabela A Malinowska19, Divya Gupta18 and Bradley J Monk20 
Full affiliation information can be found at the end of this plain language summary.

Fixed starting dose: The same prescribed 
starting dose for all patients.
Individualized starting dose: A prescribed 
starting dose that is individualized or tailored to 
each patient based on their characteristics (for 
example, weight).
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Can an individualized approach to the amount of niraparib that a patient takes (niraparib dosing) help to decrease the 
proportion of patients who experience side effects while still delaying the cancer from coming back or getting worse?

What question does this PLSP answer?

Who sponsored the study?

This study was sponsored by GSK (MA, USA). 

The original article is titled 'Prospective evaluation of the tolerability 
and efficacy of niraparib dosing based on baseline body weight and 
platelet count: results from the PRIMA/ENGOT-OV26/GOG-3012 trial' 
and is free to access by clicking here: 
https://acsjournals.onlinelibrary.wiley.com/doi/10.1002/cncr.34706. 

The purpose of this PLSP is to help you to understand the findings from recent research.

Zejula (niraparib) is approved to treat the condition under study, which is discussed in this summary. Approval varies by 
country; please check with your local provider for more details. The results of this study may differ from those of other studies. 
Health professionals should make treatment decisions based on all available evidence, not on the results of a single study. 
The study described is still ongoing; therefore, the final outcomes of this study may differ from the outcomes described in 
this summary.

Where can I find the original article on which this summary is based?

What is the purpose of this PLSP?

The proportion of patients who experienced side effects was lower 
in patients who received an individualized starting dose of niraparib, 
with the greatest reductions seen in blood cell–related side effects, 

such as thrombocytopenia (low levels of thrombocytes, also known as 
platelets, which can cause problems with blood clotting) and anemia 

(low levels of red blood cells, which can cause tiredness).

Yes

Patients taking an individualized 
dose generally had a similar 

length of time before the cancer 
came back or got worse as 

participants who received the 
fixed starting dose.

Yes

Sponsor: A sponsor is a company or organization that oversees 
and pays for a clinical research study. The sponsor also collects and 
analyzes the information that was generated during the study.

Dosing: The prescribed amount of drug that a 
patient should take and how often they should 
take it.

Side effect: Any unintended, unpleasant, or harmful symptom a patient 
develops when taking a drug. Side effects may or may not be caused by the 
drug and can vary in severity from mild to life-threatening..
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Niraparib was the medicine tested in the PRIMA study.Some of these proteins replace proteins that exist naturally in the body, 
like insulin (these are called recombinant proteins).

What medicine was tested?

This PLSP may be helpful for patients with newly diagnosed advanced ovarian cancer and their family members or caregivers. 
It may also be helpful for patient advocates and other health care professionals who interact with patients with ovarian cancer.

Background

Who should read this PLSP?

Most patients with ovarian 
cancer have advanced 

(severe) disease at the time  
of diagnosis.

Patients with advanced ovarian 
cancer are usually treated with 
surgery and chemotherapy to 
remove as much of the cancer 

as possible.

The disease may go away (often referred 
to as remission or no evidence of disease) 

after first treatment, but it often comes 
back or gets worse.

Maintenance treatments are medicines given after surgery and chemotherapy 
to try to extend the amount of time before the cancer comes back or gets worse.

•	 Niraparib belongs to a category of drugs called 'PARP inhibitors'
•	 Niraparib is used as maintenance treatment in patients who responded to 

chemotherapy (their tumors disappeared or shrank in size after treatment)
•	 Niraparib is an oral medication, taken by mouth once daily in the PRIMA study as 

100-mg capsules

PARP inhibitors: Anticancer drugs that work 
by blocking DNA repair and helping to kill cancer 
cells.
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Chemotherapy kills cancer cells by damaging their DNA. Cancer cells resist chemotherapy by using PARP enzymes to 
fix the DNA damage and stay alive.

Niraparib attaches to the PARP enzyme and stops it from fixing the DNA. With niraparib blocking DNA repair, the 
damage gets worse over time, and the cancer cells die.

PARP inhibitors block DNA repair in all cells but have the potential to have a greater effect in cells with specific 
mutations in their DNA. Homologous recombination (HR) is a repair method used to fix DNA. DNA mutations that 
make cells HRd, or homologous recombination-deficient, may help PARP inhibitors work better. These mutations are 
found by genetic testing that an oncologist will do on a patient’s tumor sample. Patients with BRCA gene mutations 
have tumors that are HRd.

Accordingly, niraparib may be a particularly good treatment option for some patients based on their tumor DNA 
testing results.

How does niraparib work?

DNA 
damage PARP

DNA 
repair Cancer cells survive 

and multiply

DNA 
damage PARP

Niraparib

No DNA 
repair

No DNA 
repair

Cancer cells die

DNA: The molecule that carries genetic information for an organism.
PARP: Enzymes that help to repair damaged DNA.
Mutation: a change in the DNA sequence of an organism. Mutations in genes can stop them from working properly.
Homologous recombination-deficient (HRd): cells that cannot repair DNA using homologous recombination 
repair.
Homologous recombination-proficient (HRp): cells that can repair DNA using homologous recombination repair.
BRCA: the BRCA1 and BRCA2 genes are involved in DNA repair and play an important role in preventing cancer and 
slowing cancer growth. Cells with BRCA mutations cannot fix DNA using homologous recombination repair and are 
classified as HRd.
Gene: a short section of DNA. Many genes contain instructions to make different molecules that cells need to 
function.

Future Oncol. (2024) 20(13﻿)802
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Platelets

Why was this analysis done?

Which patients participated in the PRIMA study?

What study are these results from?

In earlier studies that evaluated niraparib, many patients experienced side effects from taking niraparib. Side effects are any 
effects of a drug or treatment that occur in addition to the drug’s intended effect.

Patients with advanced ovarian cancer who had:

Stage III or IV ovarian cancer at diagnosis. For patients with stage III and stage IV ovarian cancer, the cancer is present in 
one or both ovaries. In stage III disease, the cancer has also spread to lymph nodes and/or other parts of the abdomen. 
In stage IV disease, the cancer has spread outside of the abdomen to distant sites such as the lungs.

A complete or partial response to initial platinum-based chemotherapy. A complete response means the disappearance 
of all tumors. A partial response means no new tumors and decrease in the size of existing tumors.

A tumor tissue sample taken for genetic testing.

Review of the previous studies found that patients with either low body weight or low platelet counts before 
taking niraparib were more likely to experience side effects while taking niraparib. Platelets are small cell 
fragments found in blood. They play an important role in forming blood clots to slow or stop bleeding. Patients 
with low platelet counts can bruise easily and have difficulty stopping bleeding from cuts or other injuries.

In the PRIMA study, the amount of drug (dose) given when patients first started treatment was changed to try 
to reduce the number of side effects. The article on which this PLSP is based presents findings from the PRIMA 
study focused on the amount of drug received at the start of treatment.

These results are from the PRIMA study, which is the name of the clinical trial. Researchers wanted to see if niraparib could help 
to delay the time it took for the cancer to come back or get worse. To do this, the PRIMA study tested maintenance treatment 
with niraparib compared with placebo (substance with no effects that a doctor gives to a patient instead of a drug). 

The PRIMA study is ongoing at the time of the publication of this PSLP, and multiple articles have been published that report 
results from different parts of the study. This PLSP discusses an article that was published in 2023. The first results from the 
PRIMA study were published in 2019 in the New England Journal of Medicine. 

Results from the 2019 article found that maintenance treatment with niraparib after surgery and chemotherapy significantly 
delayed how long it took for the cancer to come back or get worse compared with placebo.

The PRIMA study included patients with stage III ovarian cancer who 
either still had some visible disease after surgery or whose tumors were 
too big or too many in number to be removed by a surgeon. Patients 
with stage III ovarian cancer who did not receive chemotherapy before 
surgery and had no visible disease after surgery (tumors were completely 
removed) were not able to participate in the PRIMA study.

Patients participated whether or not they had a BRCA mutation. Platinum-based chemotherapy: 
Platinum-based chemotherapy is a type of 
chemotherapy that uses drugs containing 
platinum. The drugs kill cancer cells and 
are thought to work because the platinum 
molecules bind to and damage the DNA in 
cancer cells.

Weight
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How did dosing change in the PRIMA study?

65% 
of patients received 

the fixed dose

When the PRIMA study started, all 
patients received the same amount 

of drug.

35% 
of patients received an 

individualized dose

The PRIMA study was updated to 
individualize the amount of drug given 

at the start of the study based on a 
patient’s weight and blood test results.

300 mg once daily

Body weight 
and blood test

Weight 
At least 170 lbs (77 kg) 

AND

Platelet count 
At least 150,000/microliters (μL)

300 mg 
once daily

Weight 
Less than 170 lbs (77 kg) 

OR

Platelet count 
Less than 150,000/μL

200 mg 
once daily

The start of the study: fixed starting dose

Study update: individualized starting dose

What were the characteristics of patients in the PRIMA study?

487

246

Patients were assigned to 
receive niraparib

Patients were assigned to 
receive placebo

Average age was 62 years

Of all patients, 51% had tumors that were HRd
	ū Of the patients with HRd tumors, 60% had 
BRCA mutations

Future Oncol. (2024) 20(13﻿)804
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What were the safety findings?

How many patients received each starting dose?

Researchers tracked side effects that developed after a patient started treatment. In some cases, side effects can be severe 
and cause symptoms that require treatment. Side effect severity is graded on a scale from 1 (least severe) to 5 (most severe). 
Side effects that are grade 3 or higher are considered severe.

Niraparib is known to cause blood cell-related side effects. Some of the most common severe blood cell-related 
side effects are summarized below.

Placebo158
Were not treated2

Patients received a 
fixed starting dose475
Niraparib315

Placebo86
Were not treated3

Patients received an 
individualized starting dose258
Niraparib169

The proportion of patients who experienced blood–cell related side effects was lower in patients who received an 
individualized starting dose of niraparib than in patients who received a fixed starting dose of niraparib.

Patients taking an individualized starting dose tolerated niraparib better. This resulted in a lower proportion of 
patients undergoing dose reductions and dose interruptions because of side effects.

Thrombocytopenia 
(low levels of thrombocytes, also known 
as platelets, which can cause problems 
with clotting so cuts bleed for longer)

Anemia 
(low levels of red blood cells, 
which can cause tiredness)

Neutropenia 
(low levels of neutrophils, a type of 
white blood cell, which can make 

it harder to fight off infections)

48%

21%

36%

23%

24%

15%

Niraparib fixed starting dose 
(out of 315 patients)

Niraparib individualized starting dose 
(out of 169 patients)

In rare cases, patients with advanced ovarian cancer can develop a type of blood cancer called myelodysplastic syndrome 
(MDS) after treatment for ovarian cancer. In some instances, MDS can lead to a type of cancer called acute myeloid leukemia 
(AML). AML is a type of blood cancer (leukemia) in which new cells that become white blood cells (types of cells in the immune 
system) change and begin to grow unusually quickly. The bone marrow becomes filled with these abnormal new white blood 
cells and can no longer make mature blood cells. Both chemotherapy and PARP inhibitor treatment may contribute to the 
development of MDS/AML.

In the first article from the PRIMA study that was published in 2019, 1 niraparib-treated patient developed MDS, and no niraparib-
treated patients developed AML. No placebo-treated patients developed MDS or AML. For some side effects, the oncologist 
may direct a patient to take a lower dose of the drug (dose reduction) or temporarily pause taking the drug (dose interruption).
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Most side effects in patients taking niraparib were mild (no treatment or management needed) or moderate (minimal 
or noninvasive treatment needed) in severity. Most dose reductions because of side effects occurred early during 
treatment; the dose generally remained stable after month 4.

Throughout the PRIMA study, patients were given surveys asking them about how they were feeling, how they were 
functioning, and what impact treatment had on their daily lives to assess overall health-related quality of life. Surveys 
completed by patients did not show any differences in health-related quality of life scores between patients taking 
niraparib and patients taking placebo.

Safety and the patient experience in the PRIMA study

In some cases, side effects may result in a patient being told to stop taking the drug all together (treatment discontinuation). 
Of niraparib-treated patients, 12% experienced a side effect resulting in treatment being stopped completely.

The PRIMA study was designed to evaluate results in 2 main groups of patients. Per the study plan, the patient groups were 
examined in a specific order, with all calculations for the first group to be completed before the second group was assessed. 

Patient groups were determined based on tumor genetic testing results.

Patients with HRd tumors, including patients with BRCA gene mutations, typically have better responses to PARP inhibitors 
such as niraparib because they cannot repair DNA using a method known as homologous recombination (HR) repair. 
Patients with non-HRd tumors included patients with HR-proficient tumors and patients with tumors whose homologous 
recombination, or HR, status could not be determined. HR-proficient 
means that the tumor cells could repair DNA using homologous 
recombination repair. HR status not determined means that the tumor 
sample was tested for genetic markers, but the results were inconclusive 
or that the sample was not tested.

What were the findings on delaying the cancer from coming back or getting worse?

Overall population: this population included 
all patients no matter what their HR status was 
and was evaluated second

PRIMA study patient populations

Patients with HRd tumors

Overall population (all patients)

Patients with BRCA-mutated HRd 
tumors

Patients with non-BRCA-mutated 
HRd tumors

Patients with non‑HRd tumors

Patients with HRd tumors: this population 
included only patients with HRd tumors and 
was evaluated first

1

2

21

Homologous recombination repair: 
a method of DNA repair used to fix damaged or 
broken DNA.

Niraparib starting dose Lower dose of drug
(dose modification)

Temporary pause in treatment
(dose interruption)

Fixed 76% 84%

Individualized 62% 72%

Future Oncol. (2024) 20(13﻿)806
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Patients with HRd tumors

Overall population (all patients)

In patients with HRd tumors, which included patients with BRCA mutations, the delay in the cancer coming back or 
getting worse was significantly longer with niraparib than with placebo.

In patients with HRd tumors, the median delay in the cancer coming back or getting worse was generally similar with 
fixed and individualized niraparib dosing. 

Median is the middle value when all values are sorted from lowest to highest. Therefore, half of the patients had a 
shorter delay in the cancer coming back or getting worse, and half of the patients had a longer delay in the cancer 
coming back or getting worse, than the numbers presented on the graph above.

Median delay in the cancer coming back or getting worse in patients with HRd tumors

Median delay in the cancer coming back or getting worse for all patients

11 months

8 months

19 months

13 months

25 months

14 months

Months

Months

0	 5	 10	 15	 20	 25

0	 5	 10	 15	 20	 25

In the overall population, the delay in the cancer coming back or getting worse was significantly longer with niraparib 
than with placebo.

In the overall population, the median delay in the cancer coming back or getting worse was similar with fixed and 
individualized niraparib dosing. Although patients are grouped by starting dose, results for the cancer coming back 
or getting worse reflect the overall treatment experience, including patients who experienced dose reductions and  
dose interruptions.

Placebo

Placebo

Niraparib individualized starting dose

Niraparib individualized starting dose

Niraparib fixed starting dose

Niraparib fixed starting dose

The individualized starting dose of niraparib delayed the cancer from coming back or getting worse compared with 
placebo. 

Results with the individualized starting dose of niraparib were similar to results with the fixed starting dose of niraparib.

1

2
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How do these results help patients and physicians?

These results support determining the niraparib starting dose based on an individual’s body weight and platelet count. The 
individualized starting dose of niraparib improved patient safety and delayed the cancer from coming back or getting worse 
similar to the fixed starting dose. Based on these results, the niraparib individualized starting dose was approved for use in 
the USA, UK and EU.

The PRIMA study
The first results from the PRIMA study were published in 2019 in the New England Journal of Medicine.
•	The full title of the article is “Niraparib in patients with newly diagnosed advanced ovarian cancer”
•	You can read the free-to-access article by clicking https://www.nejm.org/doi/full/10.1056/NEJMoa1910962
•	A PLSP of the article can be accessed by clicking  

https://www.trialsummaries.com/Study/StudyDetails?id=14456&tenant=MT_GSK_9011

The article this PLSP is based on was published in the journal Cancer in 2023.
•	The full title of the article is 'Prospective evaluation of the tolerability and efficacy of niraparib dosing based on baseline 

body weight and platelet count: results from the PRIMA/ENGOT-OV26/GOG-3012 trial'
•	You can read the free-to-access article by clicking https://acsjournals.onlinelibrary.wiley.com/doi/10.1002/cncr.34706

At the time of the publication of this PLSP, the PRIMA study is ongoing but no longer accepting new patients.

Where can readers find more information?

Study number: NCT02655016 Study sponsor: GSK

Partnership with ENGOT and GOG
The PRIMA study was conducted in partnership with ENGOT and GOG and is also known as the ENGOT-OV26 study and the 
GOG-3012 study. ENGOT stands for the European Network for Gynaecological Oncological Trial groups, and GOG stands 
for the Gynecologic Oncology Group. Both groups are dedicated to promoting research to improve care for patients with 
gynecologic cancers.

Additional resources about ovarian cancer
Read more about ovarian cancer at these websites:
The American Cancer Society: https://www.cancer.org/cancer/ovarian-cancer.html
The European Society for Medical Oncology: https://www.esmo.org/for-patients/patient-guides/ovarian-cancer

Affiliation information
1NSGO and Rigshospitalet–Copenhagen University Hospital, Copenhagen, Denmark; 2Grupo Español de Investigación en Cáncer de Ovario (GEICO), 
the Medical Oncology Department, Clínica Universidad de Navarra, Madrid, Spain, and Program in Solid Tumors, Center for Applied Medical Research 
(CIMA), Pamplona, Spain; 3GOG and Gynecologic Oncology, Medical University of South Carolina, Charleston, SC, USA; 4Ohio State University, James 
Comprehensive Cancer Center, Columbus, OH; 5Hospital Clinic de Barcelona, Medical Oncology Department, Translational Genomics and Targeted 
Therapies in Solid Tumors, Institut D’Investigacions Biomèdiques August Pi i Sunyer (IDIBAPS), Barcelona, Spain; 6University Gynecologic Oncology, 
Atlanta, GA, USA; 7Hospital Universitario Ramón y Cajal, Madrid, Spain; 8Cleveland Clinic, Cleveland, OH, USA; 9Cliniques Universitaires Saint-Luc, 
Université Catholique de Louvain, Brussels, Belgium; 10Georgia Cancer Center, Augusta University, Augusta, GA, USA; 11Ghent University Hospital, Ghent, 
Belgium; 12Minnesota Oncology, Minneapolis, MN, USA; 13Istituto Nazionale Tumori IRCCS Fondazione Pascale, Naples, Italy; 14Centre Antoine Lacassagne, 
Nice, France; 15Arbeitsgemeinschaft Gynäkologische Onkologie and the Department of Gynecology and Obstetrics, Klinikum der Stadt Ludwigshafen, 
Ludwigshafen, Germany; 16Cancer Trials Ireland, Dublin, Ireland; 17Gynecologic Oncology Department, Sheba Medical Center, Sackler School of Medicine, 
Tel Aviv University, Tel Aviv, Israel; 18GSK, Waltham, MA, USA, at the time the analysis was conducted; 19GSK, Waltham, MA, USA; 20HonorHealth Research 
Institute, University of Arizona College of Medicine, Creighton University School of Medicine, Phoenix, AZ, USA, at the time the analysis was conducted.

Future Oncol. (2024) 20(13﻿)808

https://www.nejm.org/doi/full/10.1056/NEJMoa1910962
https://www.trialsummaries.com/Study/StudyDetails?id=14456&tenant=MT_GSK_9011
https://bit.ly/3T9YNZj
https://www.cancer.org/cancer/ovarian-cancer.html
https://www.esmo.org/for-patients/patient-guides/ovarian-cancer


Tolerability and efficacy of niraparib: the PRIMA/ENGOT-OV26/GOG-3012 trial   Plain Language Summary of Publication 

www.futuremedicine.com

Acknowledgments
The authors would like to thank the patients, their families, the clinical investigators, and site personnel who participated in the PRIMA study.

Financial disclosure
MR Mirza reports consulting fees from AstraZeneca, Biocad, GSK, Karyopharm, Merck, Roche and Zailab; speakers’ bureau fees from AstraZeneca 
and GSK; research funding (to institution) from Apexigen, AstraZeneca, Deciphera (trial chair), GSK and Ultimovacs; and personal financial interest in 
Karyopharm (stocks/shares, member of board of directors). A González-Martín reports manuscript funding from GSK; research/grant funding from 
Roche and Tesaro/GSK; advisory/consulting fees from Alkermes, Amgen, AstraZeneca, Clovis Oncology, Genmab, GSK, Hedera Dx, ImmunoGen, Illumina, 
MacroGenics, Mersana, MSD, Novartis, Novocure, Oncoinvent, Pfizer/Merck, PharmaMar, Roche, Seagen, Sotio, Sutro, Takeda and Tubulis; speakers’ 
bureau fees from AstraZeneca, Clovis Oncology, GSK, PharmaMar and Roche; and support for attending meetings from AstraZeneca, GSK, PharmaMar 
and Roche. WS Graybill reports consulting and speaker fees from GSK. DM O’Malley reports personal fees from Ambry, Arquer Diagnostics, Celsion Corp, 
Corcept Therapeutics, Elevar, INXMED, Myriad Genetics, Novartis, Roche Diagnostics MSA, Rubis, Sorrento, Takeda, Tarveda and Toray; personal fees 
and funding for clinical research from AbbVie, Agenus, Amgen, AstraZeneca, Clovis, Eisai, Genentech/Roche, GOG Foundation, Immunogen, Iovance, 
Janssen/J&J, Merck, Mersana, Novocure, Regeneron, SDP Oncology (BBI), Seagen and Tesaro/GSK; and funding for clinical research from Ajinomoto, Array 
Biopharma, Bristol Myers Squibb, Cerulean Pharma, EMD Serono, Ergomed, Genmab, INC Research, inVentiv Health Clinical, Ludwig Cancer Research, 
New Mexico Cancer Care Alliance, PRA International, Serono, Stemcentrx, Tracon Pharmaceuticals, VentiRx and Yale University. L Gaba reports consulting 
fees, advisory board, and honoraria fees from AstraZeneca, Clovis Oncology, GSK, MSD and PharmaMar, and support for attending meetings from 
AstraZeneca, Clovis Oncology, GSK and MSD. EM Guerra reports consulting fees from AstraZeneca, Clovis Oncology, GSK, Merck, PharmaMar, Roche 
and Tesaro; honoraria from AstraZeneca, Clovis Oncology, GSK/Tesaro and Merck; payment for expert testimony from AstraZeneca, Clovis Oncology, 
GSK, Merck and Tesaro; travel support from GSK, Roche and Tesaro; advisory board participation for AstraZeneca, GSK, Merck and Tesaro. J-F Baurain 
consulting fees from AstraZeneca, Bristol Myers Squibb, GSK, Immunocore, Merck, MSD, Novartis, Pfizer, Pierre-Fabre, Regeneron, Sanofi and Sun Pharma. 
SA Ghamande reports institutional fees from the Georgia Cancer Center for the trial and consulting and speakers’ bureau fees from Eisai and GSK. H Denys 
reports an institutional research grant from Gilead; consulting fees from Gilead and GSK; honoraria from Amgen, AstraZeneca, Daiichi Sankyo, Eli Lilly, 
Gilead, GSK, Leo Pharma, MSD and Roche; travel support from AstraZeneca, Gilead, GSK, MSD, Pfizer, PharmaMar, Roche and Teva; and participation on 
advisory boards for AstraZeneca, Eli Lilly, Gilead, GSK, Menarini, MSD and Pfizer. E Prendergast reports consulting or advisory role at AstraZeneca and 
Merck. P Follana reports payment for expert testimony from AstraZeneca, Clovis, Daiichi, GSK and Novartis and support for attending meetings from 
AstraZeneca, Daiichi, GSK and Novartis. PM Calvert received travel support for congress attendance from MSD. J Korach serves in a leadership role for 
ISGO. Y Li is a former employee of GSK, reports GSK stock ownership, and is currently an employee at Adagio Therapeutics. IA Malinowska is a current 
employee of GSK. D Gupta is a former employee of GSK and is a current employee of Mersana Therapeutics. BJ Monk reports consulting fees from 
Agenus, Akeso Biopharma, Amgen, Aravive, Bayer, Elevar, EMD Merck, Genmab/Seagen, GOG Foundation, Gradalis, ImmunoGen, Iovance, Karyopharm, 
MacroGenics, Mersana, Myriad, Novartis, Novocure, Pfizer, Puma, Regeneron, Sorrento, US Oncology Research and VBL and speakers’ bureau honoraria 
from AstraZeneca, Clovis, Eisai, Merck, Roche/Genentech and Tesaro/GSK.

Competing interests disclosure
The authors have no competing interests or relevant affiliations with any organization or entity with the subject matter or materials discussed in the 
manuscript. This includes employment, consultancies, honoraria, stock ownership or options, expert testimony, grants or patents received or pending, 
or royalties.

Writing disclosure
Writing and editorial support, funded by GSK (MA, USA) and coordinated by Hasan Jamal and Prudence L Roaf of GSK, was provided by Betsy C Taylor and 
Jennifer Robertson of Ashfield MedComms, an Inizio company.

809


	Summary
	Where can I find the original article on which this summary is based?
	What is the purpose of this PLSP?
	Who sponsored the study?
	Who should read this PLSP?
	What question does this PLSP answer?
	Background
	What medicine was tested?
	How does niraparib work?
	What study are these results from?
	Why was this analysis done?
	Which patients participated in the PRIMA study?
	What were the characteristics of patients in the PRIMA study?
	How did dosing change in the PRIMA study?
	How many patients received each starting dose?
	What were the safety findings?
	What were the findings on delaying the cancer from coming back or getting worse?
	How do these results help patients and physicians?
	Where can readers find more information?

