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Hospitalizations and LOS were lower for pts on MBV than IAT.
Pts who received MBV rescue reported lower hospitalization
rates on or after rescue than pre-rescue. Reducing hospitaliza-
tions is critical for alleviating disease burden to healthcare
systems.
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Urine Aspergillus Antigen Detection to Screen for Invasive
Aspergillosis in at-Risk Patients Treated for Hematologic
Malignancies

Robina Aerts, MD'; Kausik Datta, PhD?>3; Kieren A. Marr, MD,
MBA?? and Johan Maertens, MD, PhD'. ' Department of
Hematology, University Hospitals Leuven, Leuven, Belgium;
?Johns Hopkins University School of Medicine, Baltimore, MD;
3MycoMed Technologies, Baltimore, MD

Objectives: Available diagnostics for invasive aspergillosis
(IA) require sampling for blood or bronchoalveolar lavage
(BAL) fluid, limiting application for screening to detect early
disease. Johns Hopkins and MycoMed Technologies have now
optimized an ultrasensitive diagnostic enzyme immunoassay
called MycoMEIA™ with validation data demonstrating good
sensitivity and specificity as an aid to diagnose IA in people
with suspected and confirmed IA. Early positivity suggested
potential utility as a screening tool in people with high risks.
Methods: To evaluate performance as a screening assay, we
tested sequential urine samples obtained from people with
hematologic malignancies and/or receipt of allogeneic BMT.
Patients had undergone screening with serum Platelia™ GM
EIA and BALs were performed with suspicion of IA. Urine
samples were collected twice weekly and stored frozen at
-80°C. MycoMEIA was tested blind to infection diagnosis, adju-
dicated using EORTC/MSG definitions. Results of urine tests
obtained within the 2-week window prior to clinical diagnosis
were considered for screening performance. Results were
interpreted using a low index cut-off (0.6) to define positivity
in order to optimize sensitivity and negative predictive value
(NPV).

Results: 64 screening eligible urine samples from 18 cases
(proven/probable IA) and controls were analyzed. Sensitivity
for use as a screening test was 64.3% (95% CI: 35-87) for
MycoMEIA and 50% (95% Cl: 23-77%) for Platelia GM EIA.
Assuming a pre-test probability of IA of 10%, MycoMEIA
demonstrated an NPV of 92.7% (95% ClI: 79-98%). Combined
screening with both tests increased sensitivity of 1A detection
to 80% (95% Cl: 52-96%), corresponding to an NPV of 95.7% (95%
Cl: 85-99%). Urine was positive by MycoMEIA in 5/7 cases with
positive serum GM EIA and 7/7 cases with positive BAL GM EIA.
MycoMEIA positive cases pre-dated diagnosis established with

the aggressive clinical screening by mean 16.4 (range 35 to 2)
days.

Conclusions: Urine screening with MycoMEIA performed well
to identify early IA in high-risk hematology patients. If both
urine MycoMEIA and serum GM EIA were performed during
periods of high risk, high NPV may alleviate need for empirical
antifungal therapy.
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Immunogenicity of Sars-Cov-2 Vaccination in
Hematopoietic Stem Cell Transplant and Chimeric Antigen
Receptor T-Cell Therapy Recipients

Muhammad Umair Mushtaq, MD'; Maggie Nelson, PharmD?;
Cory R Bivona, PharmD?; Andrew Godwin, PhD?; Priyanka
Sharma, MD?; Grace Martin, PharmD?; Kevin Li?; Natalie
Streeter?; Jun Zhang, MD, PhD?; Haitham Abdelhakim, MD?; Marc
Hoffmann, MD?; Ben Liu?; Cucong Zheng, PhD?; Laura Mitchell?;
Ziyan Pessetto, PhD?; Harsh Pathak, PhD?; Sunil Abhyankar,
MD*; Qamar Khan, MD? and Joseph P. McGuirk, DO, ' Division of
Hematologic Malignancies and Cellular Therapeutics, University
of Kansas Medical Center, Westwood, KS; 2University of Kansas
Medical Center, Westwood, KS; 3The University of Kansas,
Lawrence, KS; “Division of Hematologic Malignancies & Cellular
Therapeutics, University of Kansas Medical Center, Kansas City, KS

Background: Hematopoietic stem cell transplant (HCT) and
chimeric antigen receptor-T cell therapy (CAR-T) recipients
are at an increased risk of severe coronavirus disease 2019
(COVID-19) and higher mortality with severe acute respiratory
syndrome coronavirus 2 (SARS-CoV-2) infection. We aimed to
investigate the immunogenicity of SARS-CoV-2 vaccination in
HCT/CAR-T recipients.

Methods: We conducted a single-center prospective longitu-
dinal study including 108 adult HCT/CAR-T patients who
received SARS-CoV-2 vaccination (03/2021-07/2021). We
excluded 20 patients who were unable to complete the vacci-
nation series, and 88 patients were included in the analysis.
Anti-spike protein receptor-binding domain (anti-RBD) and
neutralizing antibodies (NAb) have been associated with
vaccine efficacy. Anti-RBD and NAb were measured using the
Roche Elecsys anti-SARS-CoV-2 S enzyme immunoassay and
SARS-CoV-2 Surrogate Virus Neutralization Test assay, respec-
tively. Recent studies have suggested that anti-RBD >100 U/mL
and NADb >30% may be associated with protection from COVID-
19, and these cutoffs were used. Data were analyzed using SPSS
version 21. Bivariate analyses, using the chi-square and t-test,
and logistic regression analyses were conducted.

Results: The study included 88 HCT/CAR-T recipients, including
allogeneic HCT (n=72), autologous HCT (n=14), and CAR-T (n=2)
recipients, who received SARS-CoV-2 vaccination (Pfizer 53%,
Moderna 41%, Johnson and Johnson 6%). The median age was
60.5 (19-75) years and 57% were males. Median time since HCT/
CAR-T to SARS-CoV-2 vaccination was 14.7 (2.8-113.2) months.
Primary hematologic disorders were myeloid (57%), lymphoid
(28%), and plasma cell and other disorders (15%). Active graft-
vs-host disease (GVHD) was observed in 45% patients (acute
6%, chronic 40%), and active immune suppression included
tacrolimus or sirolimus (18%), ruxolitinib (14%), and pred-
nisone (8%). Median anti-RBD was 493 U/mL (0-737,500),
and median NAb was 73% (0-90). Adequate anti-RBD (>100 U/
mL) and NAb (>30%) were observed in 72% and 74% patients
respectively. Vaccination before 12 months post-HCT/CAR-T
(anti-RBD: OR 0.22, 95% CI 0.08-0.62, p=0.004; NAb: OR 0.11,
95% CI 0.03-036, p<0.001) and acute GVHD (OR 0.08, 95% CI
0.01-0.80, p=0.031; NAb: OR 0.07, 95% CI 0.01-0.70, p=0.024)
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Table 1: Baseline characteristics and immunogenicity of SARS-CoV-2 vaccination in HCT/CAR-T cell therapy recipients

Tota Anti-RBD NAb Tow  AMRBD NAD
Characteristics >100UimL  Pvalue >30% P value | Characteristics >100UimL  Pvalue >30% P value
. (n=63)! (n=65)! 0=88)  (negay (n=65)!
Age in years, median (range) 605(1975) 61(1975) 0648  61(1975 052 | Donor type, n (%)
Male gender, n (%) 50(568)  36(72) 0922 37(74) 0973 | Matched sbling 21(239) 16(762) 0697  17(81) 0610
Ethnicity, n (%) Matched unrelated (318 18(643) 18(643)
Caucasian 76(864)  54(T17) 07277  55(724) 0803 | Haploidentical 2025  15(682) 16(727)
African American 5(5.) 3(60) 4(80) Mismatched unrelated 1(14)  1(100) 1(100)
Others 7(19) 6(85.7) 6(85.7) Autologous/CAR-T 16(182) 13(813) 13(813)
Prior COVID-19 diagnosis, n (%) 4 (4.5) 2(50) 0327 2(50) 0266 | Graftcell source, n (%)
Vaccine, n (%) Peripheral blood 68(773) 49(721) 0858  52(765) 0305
Pfizer 47(534)  35(745 0266 27(75) 0767 | Bonemarmow 0027 14(70) 13 (65)
Modema 36 (40.9) 26(722) 35(74.5) GVHD prophylaxis, n (%)
Johnson & Johnson 5(57) 2(40) 3(60) Tacrolimus 72(818) 50(694) 0334  52(722) 0457
Hematologic malignancy, n (%) Mycophenolate 24(273) 17(708) 0923  18(75) 0882
Myeloid disorders 50(568)  35(70) 0589  35(70) 0509 ;‘;L::;:;’E:“ " 2(25 15(682) 0682  16(727) 0.889
Lymphoid disorders 25(28.4) 17 (68) 19 (76) HCT comorbidity index, n (%)
Plasma cell disorders/others 13(148)  11(846) 11(846) 0-4 33(375) 26(788) 0293  26(788) 0446
Type of cellular therapy, n (%) 23 24(273) 15(625) 17(708)
Allogeneic HCT 72(818)  50(694) 0369 52(722) 0426 | >3 27(307) 18(667) 18 (66.7)
Autologous HCT 14(159)  12(857) 12(85.7) NA 445 4(100) 4(100)
CART 2(23) 1(50) 1(50) Active GVHD (<2 weeks),n (%) 40(455) 28(70) 0763  28(70) 0450
Months since cellular therapy to 14.7 (29- 205 (2.8- 229(28-
vaccination, median (ranue;w 1 13.;} 113.:;1 s 113.:;] SE ||| WRRNERIEER S6n 1@ o AR
Time since cellular therapy, n (%) Chronic GVHD* 35(398) 27(714) 038 27(T71) 0569
<6 months 17(193)  10(588) 0010  10(588) <0.001 | GVHD treatment, n (%)
6-12 months 24(273)  13(542) 12(50) Tacrolimus/sirolimus 16(182) 9(563) 0433  8(50) 0016
>12 months 47(534)  40(85.4) 43(915) Ruxolitinib 12(136) 6(50) 0074  7(583) 0188
Anti-RBD (UimL), median (range) :g;‘s%m ;;%;01}2' 0.030 ;2:55&2} 0030 | Corlicosteroids’ 76)  5(714) 0992  5(114) 0879
NAD (%), median (range) 73(090)  84(1780) <0001 83(31:90) <0.001 | Ibrutnib 1(4)  1(100) 0526  1(100) 0550

Row percentages are presented- 2Acute GVHD grading mcluded grade | (n'ZJ grade Il (n=1), and grade lll (n=2); 3Chronic GVHD grading included mid (n=14), moderate (n=15), and severe (n=6);

4Corticosteroids included 6 of 7 patients

g >20mg/d pr

SARS-CoV-2, severe acute respiratory syndrome coronavirus 2; COVID-19, coronavirus disease 2019; HCT,

hematopoietic stem cell transplant; CAR-T, chimeric antigen receptor- Tc.ell therapy; anti-RBD, anti-spike protein receptor binding domain; NAb, neutralizing antibodies; GVHD, graft-versus-host disease

predicted poor immunogenicity; however, vaccination after
1 year following HCT/CAR-T remained the only independent
predictor (anti-RBD: OR 0.28, 95% CI 0.10-0.78, p=0.016, NAb:
OR 0.13,95% C1 0.04-0.44, p=0.001). [Table 1]

Conclusion: HCT/CAR-T recipients showed lower antibody
responses to SARS-CoV-2 vaccination. Vaccination after one
year was associated with better immunogenicity; however,
no difference was noted in individuals vaccinated before or
after six months. Further studies are needed to assess vaccine
responses after the booster dose and the durability over time.
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Patient-Reported Treatment Response in Chronic Graft
Vs. Host Disease: Unique Dimension of Clinical Benefit
Associated with Failure-Free Survival

Annie P. Im, MD'; Iskra Pusic, MD, MSCF?; Lynn Onstad, MSc3;
Betty K. Hamilton, MD*; George L Chen, MD?; Corey Cutler,
MD, MPH?; Stephanie ] Lee, MD, MPH? and Joseph A. Pidala,
MD, PhD’. 'Division of Hematology and Oncology, University
of Pittsburgh, UPMC Hillman Cancer Center, Pittsburgh, PA;
2Medicine, Division of Oncology, Washington University
School of Medicine, St. Louis, MO; Clinical Research Division,
Fred Hutchinson Cancer Research Center, Seattle, WA; “Blood
and Marrow Transplantation, Department of Hematology

and Medical Oncology, Taussig Cancer Institute, Cleveland
Clinic, Cleveland, OH; SDepartment of Medicine, Roswell

Park Comprehensive Cancer Center, Buffalo, NY; ¢Division of
Hematological Malignancies, Department of Medical Oncology,
Dana Farber Cancer Institute, Boston, MA; “Blood and Marrow
Transplantation and Cellular Imnmunotherapy, H. Lee Moffitt
Cancer Center and Research Institute, Tampa, FL

Chronic graft vs. host disease (GVHD) treatment response
is routinely assessed using NIH Consensus criteria in clinical
trials, and clinician assessment in routine practice. While
central to the experience of chronic GVHD manifestations and
symptom burden as well as treatment benefit and toxicity, the
patient’s own assessment of treatment response has not been
well studied. We aimed to characterize 6 month patient-re-
ported treatment response, determine which chronic GVHD
baseline organ features and changes were associated with
patient-reported response, and evaluate which patient-re-
ported quality of life and chronic GVHD symptom burden
measures were sensitive to patient-reported response.

A total of 382 subjects from two nationally representa-
tive Chronic GVHD Consortium prospective observational
studies were included in this analysis, based on available 6
month patient-reported response data. Patient and clinician
responses were categorized as improved (inclusive of ordinal
scale values of completely gone, very much better, moderately
better, a little better) vs. not (about the same, a little worse,
moderately worse, very much worse). Comprehensive baseline
(patient, disease, transplant, chronic GVHD organ involvement
and severity) variables, organ response values at 6 months



