
suggest that the efficacy and safety of both regimens are comparable, and that R-
CHOP14 remains a viable option in patients who prefer a shorter therapy course.
Further analyses are needed to assess the cost differences between both chemotherapies.

Legal entity responsible for the study: Moffitt Cancer Center.

Disclosure: A. Ausekar: CEO, major shareholder and member of the Board of
Directors: Personome Life Sciences. K. Purnapatre: Head of research: Personome Life
Sciences. J. Scheiber: Founder and major shareholder: Biovariance; Scientific advisor:
Personome Life Sciences. All other authors have declared no conflicts of interest.

1012PD Evaluation of safety, tolerability and efficacy of temsirolimus in
patients (pts) with relapsed or refractory mantle cell lymphoma (rel/
refr MCL) in routine clinical practice

M.H. Dreyling1, G. Hess2, M. Woike3, G. Krekeler3

1Medizinische Klinik III, Ludwig Maximilians University, Grosshadern, Munich, Germany,
2III. Medizinische Klinik, Universit€atsmedizin der Johannes Gutenberg-Universit€at, Mainz,
Germany, 3Medical Affairs, Pfizer - Germany, Berlin, Germany

Background: Temsirolimus (TEM), an mTOR inhibitor, is approved in the EU for the treat-
ment of pts with rel/refr MCL. A pivotal study demonstrated significantly longer progression
free survival (PFS) with TEM (175 mg weekly for 3 weeks followed by 75 mg weekly) in rel/
refr MCL pts compared to investigato�rs choice therapy (4.8 vs 1.9 months (mo); P¼ .0009,
HR 0.04). To evaluate safety and efficacy of TEM in this rare tumor entity, further collection
of data in a post-approval prospective non-interventional trial is useful.

Methods: A German multicenter registry for rel/refr MCL pts treated with TEM was
started in Germany in Oct 2009 (NCT00700258). Objectives are the evaluation of
safety, tolerability and anti-tumor activity of TEM as well as patient’s profile including
comorbidities, characteristics, and the sequence of systemic therapies.

Results: From Oct 2009 to Feb 2018, 56 pts were recruited in 31 study sites. Baseline charac-
teristics are available for 56 pts: 69.6% male; median age 74.4 years; ECOG PS 0 or 1 in
83.6%, PS 2 in 16.4%. According to MIPI score (n¼ 54), 20.4%, 33.3%, and 46.3% are clas-
sified as low, intermediate, and high risk at the time of enrollment. Median number of prior
therapies is 2 with 44.7% treated in� 4th line. Drug related adverse and serious adverse events
are observed in 67.9% and 12.5% of pts, respectively. Most common drug-related toxicities
of any grade (incidence� 15%) in the following categories: blood/lymphatic system disor-
ders (48.2%), gastrointestinal disorders (28.6%), general disorders (23.2%), and skin/subcu-
taneous tissue disorders (17.9%). Efficacy analyses are available for 40 assessable pts with an
objective response rate (ORR) of 30%, a clinical benefit rate of 60% and PD in 40% of the
pts. Median PFS for all pts is 3.7 mo and for pts who achieved an OR with TEM 6.3 mo.
Median OS for all pts is 14.8 mo.

Conclusions: The registry was started to evaluate the safety and efficacy of TEM in pts with
rel/refr MCL in routine clinical practice. 46.3% high-risk pts were included in the analysis. In
this poor-prognosis patient population, TEM showed a predictable, manageable tolerability
profile. Efficacy parameters were consistent with published phase III data.

Clinical trial identification: NCT00700258.

Legal entity responsible for the study: Pfizer Pharma GmbH.

Funding: Pfizer Pharma GmbH.

Disclosure: M. Woike, G. Krekeler: Employee: Pfizer Pharma GmbH. All other authors
have declared no conflicts of interest.

1013PD A comparative study of 18F-FDG PET/CT with bilateral bone marrow
trephine biopsy for assessment of bone marrow infiltration by
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D. Arjunan1, G. Prakash1, P. Malhotra1, N. Varma2, S.C. Varma1, A. Das3, B.R. Mittal4,
R. Basher4, D. Lad1, S. Kumari1, A.R. Khadwal1, S. Vikas1, S. Naseem2, A. Bal3

1Internal Medicine, Post Graduate Institute of Medical Education and Research
(PGIMER), Chandigarh, India, 2Hematology, Post Graduate Institute of Medical Education
and Research (PGIMER), Chandigarh, India, 3Histopathology, Post Graduate Institute of
Medical Education and Research (PGIMER), Chandigarh, India, 4Nuclear Medicine, Post
Graduate Institute of Medical Education and Research (PGIMER), Chandigarh, India

Background: Bone marrow trephine biopsy (BMTB) is the gold standard test for iden-
tification of marrow infiltration by lymphoma. Literature supports the use of bilateral
iliac crest biopsy for appropriate staging of lymphoma.18F-FDG PET/CT has an
advantage of evaluating the entire skeleton for bone or bone marrow (BM) uptake. We
calculated the predictive values of PET/CT in detecting the BM infiltration in lym-
phoma patients. We also assessed the increment in the yield of bilateral BMTB over uni-
lateral BMTB in detecting BM infiltration by lymphoma.

Methods: This study is a retrospective and prospective single center observational study
done in tertiary care hospital in Chandigarh, India. The study included 230 newly diag-
nosed lymphoma patients who underwent both baseline staging PET CT and staging
bilateral Bone Marrow Trephine Biopsy (BMTB). The bone marrow trephine biopsy
slides were reviewed independently by two experienced pathologists (one hematopa-
thologist and one histopathologist).

Results:

Table: 1013PD The sensitivity, specificity, PPV and NPV of
18-FDG PET/CT in detecting BM infiltration in patients with
lymphoma

Diagnosis Sensitivity Specificity PPV NPV

All Subtypes 59% 65% 38% 81%

HL 81% 58% 31% 93%

NHL 54% 67% 40% 77%

HG-NHL 58% 62% 35% 81%

LG-NHL 43% 84% 63% 70%

The incremental yield of diagnosing BM infiltration by lymphoma by doing bilateral
posterior superior iliac spine biopsies over unilateral biopsy was 25% for all subtype of
lymphoma and 57% for HL. The most common pattern of BM infiltration was nodular
(37%), followed by diffuse (22%), para-trabecular (21%) and interstitial (20%) in the
whole study cohort. There was a strong aggreement between the two pathologists in
reporting BMTB. The accuracy of SUVmax in differentiating patients with and without
true BM involvement in our study cohort was less than optimal.

Conclusions: Opting for unilateral trephine biopsy for lymphoma staging may lead to
inadvertent under-staging, especially in Hodgkin Lymphoma. We may consider avoid-
ing bone marrow biopsy in patients with Hodgkin Lymphoma with no FDG avid skele-
tal lesions in PET/CT. The BMTB has got a high reproducibility and lesser inter
observer variability in detection of bone marrow infiltration by lymphoma.

Legal entity responsible for the study: PGIMER, Chandigarh.

Funding: Has not received any funding.

Disclosure: All authors have declared no conflicts of interest.
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4Department of Haematology, Torbay and South Devon NHS Trust, Torquay, UK, 5R&D
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Development, Merck KGaA, Darmstadt, Germany, 7Department of Haematology, Barts
Cancer Institute, Queen Mary University of London, London, UK, 8Institute of
Hematology “L.e A. Seragnoli”, University of Bologna, Bologna, Italy

Background: BTK is a key regulator in B-cell receptor-mediated signaling and its inhib-
ition blocks several B-cell functions. Small molecule BTKi have been approved for the
treatment of B-cell malignancies, such as resistant/refractory chronic lymphocytic leu-
kemia (CLL), mantle cell lymphoma (MCL), and Waldenström’s macroglobulinemia
(WM). M7583 is a potent, highly selective BTKi, under investigation in a two-part,
phase I/II trial (NCT02825836) in patients (pts) with refractory/resistant B cell
malignancies.

Methods: In Part 1 (dose escalation), pts with refractory/resistant B cell malignancies
received 28-day cycles of once-daily (QD) M7583, starting at 80 mg for 3 days fol-
lowed by 160 mg with doses increasing according to an adaptive Bayesian design.
Part 2 (dose expansion) will be in pts with diffuse large B cell lymphoma (DLBCL;
activated B-cell subtype) or MCL who have failed 1–3 lines of therapy. Safety and
tumor response (investigator’s assessment according to Cheson/CLL/Owen criteria)
are presented.

Results: As of 27/02/18, in Part 1, 14 pts have been enrolled into the first 4 dose levels
(80/160 mg, 300 mg and 600 mg QD and 300 mg twice daily [BID]): 10 men, 4 women;
age, 49–80 years; WM (n¼ 4), MCL (n¼ 6), marginal zone lymphoma (n¼ 2), CLL
(n¼ 1), or DLBCL (n¼ 1). Treatment-emergent adverse events (TEAEs) were mainly
mild to moderate in intensity with no dose-limiting toxicities reported. Six pts have
had a total of 8 grade�3 TEAEs; only 1 TEAE was considered related to treatment
(grade 4 neutropenia). One pt had 2 serious TEAEs (chest pain and fever) and 1 pt died
(extensive progressive disease, cycle 1). Clinical benefit (stable disease [SD], complete
[CR], minor [MR] or partial response [PR]) was observed in 12/14 pts: 6/6 pts who
received 160 mg or 300 mg QD (3 PR, 1 MR, 2 SD), 3/5 pts treated with 600 mg QD
(1 CR, 1 PR, 1 MR) and 3/3 pts on 300 mg BID (2 PR, 1 SD). Study is ongoing.

Conclusions: M7583 has been well tolerated with evidence of clinical benefit at all the
doses investigated. M7583 appears to have a favorable benefit: risk profile.

Clinical trial identification: NCT02825836.

Editorial acknowledgement: Provided by Helen Swainston of Bioscript Group,
Macclesfield, UK.

Legal entity responsible for the study: Merck KGaA, Darmstadt, Germany.

Funding: Merck KGaA, Darmstadt, Germany.
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1015PD A prospective study of first-line Helicobacter pylori eradication
therapy in treating localized extragastric mucosa-associated
lymphoid tissue lymphoma
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1Department of Oncology, National Taiwan University Hospital, Taipei, Taiwan,
2Department of Internal Medicine, National Taiwan University Hospital, Taipei, Taiwan,
3Department of Pathology, National Taiwan University Hospital, Taipei, Taiwan

Background: The eradication of Helicobacter pylori (HPE) using antibiotics is success-
ful in around 70% of patients with gastric mucosa-associated lymphoid tissue lym-
phoma (MALToma). However, the role of antibiotics in the first-line treatment of
extragastric MALToma remains unclear. Previous studies suggested that HP can be
detected in extragastric mucosa areas. In this study, we aimed to assess whether first-
line HPE is effective in the treatment of early-stage extragastric MALToma.

Methods: Since February 2016, we started a prospective phase II trial of first-line HPE
in treating localized extragastric MALToma. All patients received sequential HPE regi-
men, consisting of lansoprazole 30 mg and amoxicillin 1 g for the first 7 days, followed
by lansoprazole 30 mg, clarithromycin 500 mg, and metronidazole 500 mg for another
7 days; with all drugs given twice daily. Before HPE, patients received examination of
HP, including 13C urea breath test and serology (gastric biopsy for histology and rapid
urease test, optional).

Results: This study enrolled 19 patients with extragastric MALToma (9, conjunctiva; 3,
orbit; 3, parotid gland; 2, lung; 1, nasopharynx; 1, skin). There were 7 men and 12
women, with a median age of 50 years old (range 33-90). We observed an antibiotic
response (complete remission [CR], number¼ 5; partial remission [PR], number¼ 5)
in 10 (52.6%) out of 19 patients. The response rates (CR and PR) for patients with
stages IE and IIE1 tumors were 60.0% and 44.4%, respectively (P¼ 0.656). The median
time to CR after the completion of antibiotic therapy in all 5 patients was 5.0 months.
We found that the presence of HP infection was observed in 6 (60.0%) of 10 antibiotic-
responsive cases, but 2 (22.2%) of 9 antibiotic-unresponsive cases had HP infection
(P¼ 0.170). After a median follow-up of 20.20 months, 5 patients with CR remained
lymphoma-free and alive, however, one patient with initial PR of nasopharyngeal
MALToma experienced tumor progression 6 months later.

Conclusions: A substantial portion of patients with localized extragastric MALToma
responded to first-line HPE. Further investigation of the underlying mechanisms of
bacteria in the lymphomageneis of extragastric MALToma is warranted.

Clinical trial identification: NCT02987127 (Study Start Date: February 2016).

Legal entity responsible for the study: National Taiwan University Hospital.

Funding: Ministry of Health and Welfare (grant number: MOHW107-TDU-B-211-
123002).

Disclosure: All authors have declared no conflicts of interest.

1016PD Bendamustine and rituximab followed by 90Y-ibritumomab
tiuxetan for relapsed follicular lymphoma: A preliminary analysis of
a multicenter, prospective phase II study (BRiZ2012)
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and Biological Response, Nagoya University Graduate School of Medicine, Nagoya,
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Background: Bendamustine and rituximab (BR) is a standard treatment for relapsed
or newly diagnosed follicular lymphoma (FL). Despite, the role of 90Y-ibritumomab
tiuxetan (90YIT) has been evaluated as consolidative therapy in FL responding to front-
line chemotherapy, this consecutive therapy has not been well evaluated in relapsed
setting.

Methods: This is a planned preliminary analysis of a prospective phase II study to clar-
ify the efficacy and safety of BR followed by consolidative 90YIT in relapsed FL patients.
Inclusion criteria is defined as following conditions: relapsed patients with biopsy pro-
ven FL (Grade 1/2 or 3a); limitation of one or two previous regimens; age of 20 - 74
years; performance status of 0 - 2; having measurable lesion(s); no severe organ dys-
function; 3 months or longer life expectancy; and written informed consent. BR con-
sisted of intravenous rituximab (375 mg/m2, day 1) and bendamustine (90 mg/m2, day
2 and 3), repeated every 4 weeks up to 4 cycles. Patients who achieved complete
response (CR) or partial response received 14.8 MBq/kg of 90YIT continuously. In this
analysis, overall response (OR) rates and CR rates after 4 cycles of BR and 90YIT, and
toxicities were evaluated.

Results: Between February 2013 and November 2015, a total of 30 patients were regis-
tered. Seven patients were excluded from this analysis because of pathological diagnos-
tic mismatch (n¼ 3), unmet criteria (n¼ 2), comorbidity with other active cancer
(n¼ 1), and reviewed data incompletion (n¼ 1). Twenty-three patients with a median
60 years (range 47–74) were evaluable. Fourteen, 7, and 2 patients were categorized into
low, intermediate, and high risk in the FLIPI 2, respectively. OR rates and CR rates were
91% (n¼ 22) and 74% (n¼ 18) after BR, and 88% (n¼ 21) and 83% (n¼ 20) after
90YIT, respectively. Hematological toxicities commonly observed, however these were
generally tolerable. Grade�3 non-hematological toxicities were rare and there was no
treatment-related death.

Conclusions: Combination with BR followed by 90YIT was safe and effective for
selected patients with relapsed FL. The further investigation of Long-term effect has
been on going.

Clinical trial identification: UMIN000008793, release date: 03. September 2012.

Legal entity responsible for the study: Society of Lymphoma Treatment in Japan.

Funding: NP-ACRO (Advanced Clinical Research Organization).

Disclosure: All authors have declared no conflicts of interest.

1017P Estimating the incidence of cryptogenic organising pneumonia in
chronic lymphocytic leukaemia patients: A real-world cohort study
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1Epidemiology, Gilead Sciences, Uxbridge, UK, 2PVE, Gilead Sciences, Uxbridge, UK

Background: Cryptogenic Organising Pneumonia (COP) is an understudied lung dis-
ease characterised by presence of granulation tissue within the alveolar ducts and
alveoli. While prognosis of patients with COP is generally positive there remains a
paucity of information on the condition in the academic literature. This abstract
presents the largest real-world study of COP in Chronic lymphocytic Leukaemia (CLL)
patients to date.

Methods: A retrospective cohort study utilising the IMS Pharmetrics Plus database. A
CLL patient cohort was identified using ICD9/10 codes; patients with previous history
of COP prior to CLL diagnosis were excluded from the analysis. As a comparator, a ran-
dom 5% sample of all patients with no history of CLL was taken. Crude Incidence rates
(CR) of COP were estimated in both groups. A Poisson regression model (PRM) was
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