Allena Pharmaceuticals Announces Interim Results from Study 206 of Reloxaliase in High Risk
Patients with Advanced Oxalate Disorders
June 4, 2019
-- Substantial Treatment Effect Observed in Patients with Enteric Hyperoxaluria, Including Robust Reductions in Both Urine and Plasma Oxalate –
-- Reloxaliase Well-Tolerated Over 12 Weeks of Dosing --- Detailed Results to be Presented at OHF International Hyperoxaluria Workshop in June 2019 -NEWTON, Mass., June 04, 2019 (GLOBE NEWSWIRE) -- Allena Pharmaceuticals, Inc. (NASDAQ: ALNA), a late-stage, biopharmaceutical company
dedicated to developing and commercializing first-in-class, oral enzyme therapeutics to treat patients with rare and severe metabolic and kidney
disorders, today announced interim data from Study 206, its Phase 2 basket clinical trial of reloxaliase, an orally-administered, recombinant oxalatedegrading enzyme. Study 206 includes adult and pediatric patients suffering from the progression of primary hyperoxaluria (PH) or enteric
hyperoxaluria (EH) with advanced chronic kidney disease (CKD), both of which can lead to systemic oxalosis, a potentially life-threating condition.
Consistent with Allena’s prior clinical experience, EH patients treated with reloxaliase in Study 206 demonstrated a substantial treatment effect. This
includes EH patients with advanced CKD, a patient population not previously treated with reloxaliase, who showed reductions in urine oxalate (UOx)
and plasma oxalate (POx). Allena plans to present detailed results at the OHF International Hyperoxaluria Workshop, June 21-22, 2019 in Boston, MA.
“We are pleased to see a robust response to reloxaliase in EH patients suffering from advanced stages of the disease. We believe this reflects
reloxaliase’s activity and novel mechanism of action of degrading oxalate within the GI tract, which is well-targeted to treat excess oxalate absorption
driven by an underlying GI disorder. The potential to alleviate the high oxalate burden on these patients is very encouraging,” said Louis Brenner, M.D.,
President and Chief Executive Officer of Allena Pharmaceuticals. “To our knowledge, this is a first demonstration of a specific pharmacologic therapy
leading to reduction in plasma oxalate and urinary oxalate levels in patients with EH and decreased kidney function, which represents a significant
advancement for the field and especially for patients with systemic oxalosis. These results advance our efforts to develop reloxaliase as a potential
first-in-class therapy for patients with enteric hyperoxaluria, and we look forward to additional data from Study 206, as well as topline data from our
pivotal Phase 3 URIROX-1 trial, anticipated in the second half of the year.”
Interim Data from Study 206
Study 206 is a multi-center, open-label, single-arm Phase 2 clinical trial designed to enroll between 15 and 20 patients in the United States and Europe
aged 12 and older. Patients orally administer 7,500 units of reloxaliase with each meal or snack five times a day, for 12 consecutive weeks. The
primary endpoints of the trial are change from baseline in 24-hour UOx excretion and POx levels. UOx was collected for patients who are not on
dialysis.
The first seven patients have completed treatment, including one EH patient with advanced CKD, one EH patient with a functioning kidney transplant
and two patients with EH who are on dialysis. Three patients had PH and preserved renal function.

All four patients with EH experienced a reduction in POx, with an average reduction of 35% compared to baseline (range
16% to 49%). The two patients not on dialysis also experienced reductions in UOx of 29% and 42%, respectively. The
treatment effect observed in these EH patients supports a continued focus on treating EH patients with CKD, kidney
transplantation or dialysis dependence in an effort to reduce further oxalate damage.
Three patients with PH type 2 or PH type 3 with preserved renal function were treated. These are the first patients with
any form of PH treated with reloxaliase. One patient had a >20% mean reduction in UOx excretion, while the other two
patients did not show a response to reloxaliase. Allena intends to narrow its further evaluation of reloxaliase in PH to
patients with compromised renal function where the GI mechanism of action may play a more important role.
This trial encompasses the longest reloxaliase treatment duration thus far. All patient populations are being treated for
three months with more frequent dosing of reloxaliase than the Company’s prior Phase 2 studies (7,500 units of
reloxaliase, five times per day). Average patient dosing compliance was greater than 90%. Treatment with reloxaliase was
well-tolerated in all patient populations, with no reported treatment-related serious adverse events.
“I am extremely encouraged by the interim data from Study 206. People living with EH and significant renal compromise suffer from underlying GI
conditions, which perpetuate a vicious and potentially fatal cycle of kidney damage, transplantation and return to dialysis, and there are no approved
therapies available with which to treat them,” said Felix Knauf, Professor of Nephrology, Charite’ University Hospital Berlin, Germany and Assistant
Professor Adjunct at Yale University. “Though early, these results suggest that reloxaliase may offer a well-tolerated and easily-administered new
medicine for these patients. By reducing both UOx and POx levels, reloxaliase has the potential to improve renal outcomes by lessening the likelihood
that patients will develop calcium oxalate crystal deposition in their kidneys or other organs. I am eager to work with Allena to enroll additional patients
in this study, as we continue to evaluate potential near- and long-term clinical benefits of reloxaliase treatment.”
About Hyperoxaluria and Systemic Oxalosis
Hyperoxaluria is a metabolic disorder characterized by elevated urinary oxalate levels that may be due to either overproduction of oxalate by the liver
from a genetic defect, known as primary hyperoxaluria, or from the excess absorption of oxalate from the diet, known as secondary hyperoxaluria.

Secondary hyperoxaluria is further characterized either as enteric, resulting from a chronic and unremediable underlying GI disorder, or idiopathic,
meaning the underlying cause is unknown. Systemic oxalosis occurs when excess oxalate is present throughout the body including the blood, kidney,
bones, joints, eyes and heart. People living with systemic oxalosis have varying degrees of renal impairment including kidney stones,
nephrocalcinosis, chronic kidney disease, and end-stage renal disease. For more information about the disorder and videos featuring patient stories,
visit http://www.allenapharma.com/systemic-oxalosis.
About Reloxaliase
Reloxaliase is an orally-administered, recombinant oxalate-degrading enzyme that is being developed for the treatment of severe hyperoxaluria.
Reloxaliase targets oxalate in the GI tract in an effort to reduce the burden of both dietary and endogenously-produced oxalate. Reloxaliase has the
potential to decrease the oxalate available systemically for deposition as calcium oxalate crystals or stones in the kidneys, as well as reduce long-term
kidney complications. Reloxaliase is being evaluated in the ongoing pivotal Phase 3 URIROX-1 and URIROX-2 trials for patients with enteric
hyperoxaluria and the ongoing Phase 2 basket trial for adult and pediatric patients suffering from primary hyperoxaluria or enteric hyperoxaluria with
advanced chronic kidney disease. In addition, reloxaliase has been granted separate orphan drug designations by the U.S. Food and Drug
Administration for the treatment of primary hyperoxaluria and for the treatment of pediatric hyperoxaluria. The European Commission has granted
orphan drug designation for reloxaliase for the treatment of primary hyperoxaluria.
About Allena Pharmaceuticals
Allena Pharmaceuticals, Inc. is a late-stage biopharmaceutical company dedicated to developing and commercializing first-in-class, oral enzyme
therapeutics to treat patients with rare and severe metabolic and kidney disorders. Allena’s lead product candidate, reloxaliase, is a first in class, oral
enzyme therapeutic for the treatment of hyperoxaluria, a metabolic disorder characterized by markedly elevated urinary oxalate levels and commonly
associated with kidney stones, chronic kidney disease and other serious kidney disorders.
Forward-Looking Statements
This release contains “forward-looking statements” within the meaning of the Private Securities Litigation Reform Act of 1995, including, without
limitation, statements regarding the results of Study 206 and the clinical and commercial potential of reloxaliase for patients with primary hyperoxaluria
or enteric hyperoxaluria. Any forward- looking statements in this press release are based on management’s current expectations of future events and
are subject to a number of risks and uncertainties that could cause actual results to differ materially and adversely from those set forth in or implied by
such forward-looking statements. These risks and uncertainties include, but are not limited to: the risk that interim results or results of earlier studies
may not be predictive of future clinical trial results, and planned and ongoing studies may not establish an adequate safety or efficacy profile for
reloxaliase to support regulatory approval or the use of the accelerated approval regulatory pathway; risks related to Allena’s ability to utilize the
accelerated approval pathway for reloxaliase, including the risk that available data at the time of any sample size re-estimation or interim analysis
conducted during the URIROX-2 trial may not be sufficient to demonstrate an increased probability of kidney stone events in patients with enteric
hyperoxaluria and increasing UOx levels; the risk that the FDA may require that Allena increase the sample size or duration of treatment following the
sample size reassessments in URIROX-2 to be conducted in accordance with the adaptive design element of the trial or otherwise collect additional
clinical data from the URIROX-2 or other clinical trials prior to submitting a BLA for reloxaliase; risks associated with Allena’s ability to enroll a sufficient
number of patients to adequately power URIROX-2 in order to achieve ultimate statistical success for kidney stone disease progression in the
long-term follow-up phase of the trial; risks related to Allena’s use of UOx and/or POx as surrogate endpoints in its ongoing clinical trials, neither of
which it believes have been previously utilized as biomarkers to support regulatory approval of other drug candidates, and the risks related to
validating that reductions in UOx and/or POx correlate with meaningful clinical benefit; risks associated with obtaining, maintaining and protecting
intellectual property; risks associated with Allena’s ability to enforce its patents against infringers and defend its patent portfolio against challenges
from third parties; the risk of competition from other companies developing products for similar uses; risk associated with Allena’s ability to manage
operating expenses and/or obtain additional funding to support its business activities; and risks associated with Allena’s dependence on third parties.
For a discussion of other risks and uncertainties, and other important factors, any of which could cause Allena’s actual results to differ from those
contained in the forward-looking statements, see the section entitled “Risk Factors” in Item 1A of Part II of Allena’s Quarterly Report on Form 10-Q for
the quarter ended March 31, 2019, as well as discussions of potential risks, uncertainties and other important factors in Allena’s subsequent filings
with the Securities and Exchange Commission. All information in this press release is as of the date of the release, and Allena undertakes no duty to
update this information unless required by law.
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