The recombinant zoster vaccine is safe and tolerable in allogeneic

hematopoietic stem cell recipients, does not increase rates of chronic graft
versus host disease, and results in low rates of breakthrough herpes zoster
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RZV Reactogenicity and Safety * RZV was acceptable with 95% of participants completing the
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Visit 3: most recent follow up n=107
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"Pain, redness, swelling

Objectives

Fever, gastrointestinal, myalgia, shivering, fatigue, headache

* 150/158 (95%) completed vaccination series

3SAE related to trial: metabolic acidosis and weakness resulting in hospitalization, fever resulting in

* Primary endpoint: safety and reactogenicity of RZV after P TS oMo T Chamaetaries 1 Vecane Nor (5" hospitalization * There was a fatal case of disseminated VZV highlighting
allogeneic HCT :eg:(f:;ani” [range}) S DN CARCI - Rates of Chronic GVHD, Relapse and Death in Peri- RZV’s limitations
 Secondary endpoints: Vi TG Negive o Vaccination Period « Immunogenicity studies and placebo-controlled trials are
* Incidence and severity of chronic graft versus host Race (%) Herpes zoster prior o transplant (%) * Incidence of cGVHD, relapse and death at 9, 12, 15 needed to determine vaccine response and efficacy so that
disease (GVHD) of RZV recipients compared to White 767 Yes Dl months were compared between Cohort A and historical timing of RZV and its potential impact on discontinuation of
historical controls Black or Affcan American e B L1%) controls adjusting for age, sex, HLA matching, stem cell antiviral prophylaxis can be determined
* Incidence rates of herpes zoster (HZ) in the Primary ndication for transplant () = % (15%) source and GVHD prophylaxis medications.
vaccinated cohort AL 5o T I 7% « ¢GVHD: adjusted IRR 1.05 [CI 0.8-1.38]
ALL 24 (15% ime from transplantation to 280.50 (267.0, 407.0
S ————— * Relapse: adjusted IRR 0.97 [CT 0.46-2.04])

* Death: adjusted IRR 0.41 [CI 0.14-1.25]
HZ Case Rates and Characteristics
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* Single center prospective observational cohort study of

allogeneic HCT recipients >18 years old who were between 9-24
months after HCT. Subjects received 2 intramuscular doses of
RZV separated by > 8 weeks and followed from December 2018-
June 2020.

Safety and reactogenicity were measured; solicited adverse
events for 7 days, unsolicited adverse events for 30 days, and
serious adverse events until study end

chronic GVHD, relapse, death, and HZ cases were collected
prospectively and compared to historical controls at our
institution and to rates reported in the literature
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Peripheral blood
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* Many patients were vaccinated with active cGVHD
(38-41%) and on immunosuppression (60-71%)

Recipient, No. Confirmed cases of HZ, No. PY; median, d (IQR)* HZ, IR /1000 PY
Total Vaccinated Cohort?

157 4 109.01; 263 (172, 350) 36.69

Modified Total Vaccinated Cohort3

144 3 69.42; 281 (190, 354) 28.34
Participants who discontinued antiviral prophylaxis during study

34 4 13.57; 113 (44, 204) 294.77

Median 76.5 days (range 10-115) after V2
Median 25.5 days (range 9-206) after d/c of antiviral ppx

0/4 patients on immunosuppression, 0/4 patients on antiviral ppx

3/4 dermatomal HZ, 1/4 death from disseminated VZV
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