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Encaleret Increased Bone Turnover and Improved
Participant-Reported Symptoms in the Phase 3
CALIBRATE Trial in ADH1

2026-10-11

- Encaleret administration increased bone turnover, based on its action to recover endogenous PTH secretion in

patients with ADH1

- 100% of participants who received encaleret reported improvements in at least one ADH1 symptom compared to

46% of participants who received standard of care

- Improvements in ADH1-related impacts on daily functioning were also more frequently reported with encaleret

compared to standard of care

- The FDA has accepted BridgeBio’s NDA for encaleret in ADH1 and granted Priority Review, with a PDUFA target

action date of May 8, 2027; the Company also submitted an MAA to the EMA

- The �rst participant was dosed in RECLAIM-HP, the registrational Phase 3 study of encaleret in adults and

adolescents with chronic hypoparathyroidism

PALO ALTO, Calif., Oct. 11, 2026 (GLOBE NEWSWIRE) -- BridgeBio Pharma, Inc. (Nasdaq: BBIO) (“BridgeBio” or the

“Company”), a commercial-stage, multi-product biopharmaceutical company focused on developing medicines for

genetic conditions, today presented bone turnover results and patient-reported outcomes from the Phase 3

CALIBRATE trial of encaleret in autosomal dominant hypocalcemia type 1 (ADH1). The data were presented in oral

presentations at the American Society for Bone and Mineral Research (ASBMR) 2026 Annual Meeting in Boston,

Massachusetts. Additionally, the Company dosed the �rst participant in RECLAIM-HP, its registrational Phase 3

study of encaleret in adults and adolescents with chronic hypoparathyroidism.
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Erik Imel, M.D. of Indiana University School of Medicine, presented an oral presentation on 24-week CALIBRATE

data showing that encaleret-mediated increases in parathyroid hormone (PTH) may help restore native bone

physiology in ADH1. Key �ndings include:

Encaleret stimulated endogenous PTH secretion to at or above the lower limit of normal in 91% of

participants, compared with 0% on standard of care (SoC)

Bone turnover markers increased in the encaleret-treated group vs conventional therapy, as assessed by

markers of bone formation and resorption
 

 

“In ADH1, suppressed PTH secretion results in hypocalcemia and a tendency toward an overall reduced bone

turnover state. The observed increases in bone turnover markers following encaleret administration are consistent

with the e�ects of restored endogenous PTH secretion,” said Dr. Imel. “These �ndings suggest that encaleret is

addressing the underlying biology of the disease, not just correcting blood calcium.”

Additionally, Steven Ing, M.D. of Ohio State University and CALIBRATE Investigator, presented an oral presentation

on patient-reported outcomes demonstrating that treatment with encaleret improved ADH1 symptom burden and

daily functioning compared to participants treated with standard of care (calcium supplementation and/or active

vitamin D). Key �ndings include:

100% of participants who received encaleret reported improvements in at least one ADH1 symptom

compared to 46% of participants who received standard of care

Symptom improvement with encaleret treatment compared to SoC at 24 weeks included fatigue (61.3%

versus 27.3%), muscle cramps (58.1% versus 36.4%), muscle spasms (58.1% versus 18.2%), tingling (51.6%

versus 9.1%) and brain fog (48.4% versus 9.1%)

Improvements in ADH1-related impacts on daily functioning were more frequently reported with encaleret

compared to SoC, including mood and emotions (61.3% versus 27.3%), physical activities (45.2% versus 9.1%),

daily life (35.5% versus 18.2%) and work life (35.5% versus 9.1%)
 

 

In partnership with the HypoPARAthyroidism Association (HPA), BridgeBio also shared �ndings in a poster from

regional family genetic testing events that evaluated a proband-initiated model designed to bring no-cost genetic

testing and counseling directly to at-risk relatives in their home region. Key �ndings include:

44% of participants (N=27) were symptomatic at the time of testing, and 77% of those individuals had

exhibited symptoms for more than 2 years

BridgeBio and HPA will continue to support regional family genetic testing via this model, which may o�er an
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innovative and scalable approach to shorten the path to diagnosis for families a�ected by ADH1
 

 

BridgeBio also dosed the �rst participant in RECLAIM-HP (NCT07805356), a global, randomized, double-blind,

placebo-controlled Phase 3 study designed to evaluate the e�cacy and safety of oral encaleret in adults and

adolescents with chronic hypoparathyroidism. Approximately 160 participants will be enrolled and randomized 3:1

to receive encaleret or placebo during the 24-week double-blind treatment period. The primary endpoint is the

proportion of participants achieving both blood and urine calcium within the target range at Week 24. Key

secondary endpoints include reduction in and/or independence from conventional therapy, patient reported

outcomes, bone mineral metabolism, and long-term safety.

“For people living with chronic hypoparathyroidism, the e�ects of inadequate disease control can build over time,

potentially increasing the risk of kidney complications,” said Patty Keating, Executive Director of HPA. “Our

community needs research that asks whether we can do better by reducing the long-term burden of managing the

condition day to day. I am thrilled that the �rst participant was dosed in RECLAIM-HP as it is an important step

toward answering that question.”

The �rst participant dosed in RECLAIM-HP follows a period of signi�cant progress for the encaleret program. The

FDA has accepted BridgeBio’s NDA for encaleret in ADH1 and granted Priority Review, with a PDUFA target action

date of May 8, 2027. The Company has also submitted an MAA to the EMA for encaleret in ADH1.

In addition to the oral presentations and posters related to ADH1, BridgeBio also shared a poster featuring data

showing a lack of peripheral FGFR1 inhibition at clinically relevant in�gratinib exposures, supporting the safety

pro�le observed in children with achondroplasia in the PROPEL clinical program.

About Autosomal Dominant Hypocalcemia Type 1 (ADH1)
 

ADH1 is a common form of genetic hypoparathyroidism caused by gain-of-function variants in the calcium-sensing

receptor gene (CASR). The calcium-sensing receptor (CaSR) constantly monitors and balances blood calcium levels

by regulating parathyroid hormone secretion and calcium reabsorption in the kidneys. Individuals with ADH1

typically experience hypocalcemia, hypercalciuria, and inappropriately low levels of PTH. Symptoms of

hypocalcemia may include severe muscle cramps, muscle spasms (tetany), a burning or prickling sensation in the

hands or feet (paresthesia), brain fog, fatigue, and seizures. Hypercalciuria may result in kidney calci�cation

(nephrocalcinosis), kidney stones (nephrolithiasis), and kidney failure.

About Chronic Hypoparathyroidism
 

Chronic hypoparathyroidism is a rare endocrine condition characterized by insu�cient production of parathyroid

hormone (PTH), most commonly resulting from damage to or removal of the parathyroid glands during neck
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surgery. Insu�cient PTH disrupts calcium homeostasis, resulting in hypocalcemia and a range of symptoms and

complications, including muscle cramps and spasms, tingling, and fatigue. Conventional therapy consists of calcium

supplements and active vitamin D and are associated with long-term complications including excess calcium

excretion in the urine, kidney stones, nephrocalcinosis, and chronic kidney disease. Chronic hypoparathyroidism is

estimated to a�ect more than 200,000 people across the U.S. and EU.

About Encaleret
 

Encaleret is an investigational, orally administered small molecule under investigation to treat ADH1 and chronic

hypoparathyroidism that is designed to selectively negatively modulate the calcium-sensing receptor. Encaleret has

been granted Fast Track Designation by the U.S. FDA and Orphan Drug Designation in the U.S., European Union,

and Japan.

About BridgeBio
 

BridgeBio exists to develop transformative medicines for genetic conditions. Millions of people worldwide living

with genetic conditions lack treatment options, often because drug development for small patient populations can

be commercially challenging. We aim to bridge the gap between advancements in genetic science and meaningful

medicines for underserved patient populations. Our decentralized, hub-and-spoke model is designed for speed,

precision, and scalability. Autonomous and empowered teams focus on individual conditions, while a central hub

provides the clinical, regulatory, and commercial capabilities needed to bring innovation to market. For more

information, visit bridgebio.com and follow us on LinkedIn, X, Facebook, Instagram, YouTube, and TikTok.

BridgeBio Forward-Looking Statements
 

This press release contains forward-looking statements. Statements in this press release may include statements

that are not historical facts and are considered forward-looking within the meaning of Section 27A of the Securities

Act of 1933, as amended (the Securities Act), and Section 21E of the Securities Exchange Act of 1934, as amended

(the Exchange Act), which are usually identi�ed by the use of words such as “anticipates,” “believes,” “continues,”

“estimates,” “expects,” “hopes,” “intends,” “may,” “plans,” “projects,” “remains,” “seeks,” “should,” “will,” and variations

of such words or similar expressions, or the negative of these terms or other comparable terminology are intended

to identify forward-looking statements, though not all forward-looking statements necessarily contain these

identifying words. BridgeBio intends these forward-looking statements to be covered by the safe harbor provisions

for forward-looking statements contained in Section 27A of the Securities Act and Section 21E of the Exchange Act.

These forward-looking statements include statements regarding the potential clinical signi�cance and therapeutic

implications of data regarding encaleret, including the potential for encaleret-mediated increases in endogenous

PTH secretion to restore native bone physiology and address the underlying biology of ADH1, the potential for

encaleret to improve ADH1-related symptoms and daily functioning, and the potential role of encaleret as an oral

treatment for chronic hypoparathyroidism and its potential to regulate blood and urine calcium independently of
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parathyroid hormone; the design, conduct, enrollment, timing and endpoints of RECLAIM-HP, including the

anticipated enrollment of approximately 160 adults and adolescents with chronic hypoparathyroidism; the

potential for encaleret to reduce the burden associated with chronic hypoparathyroidism and conventional

therapy; the potential long-term consequences of inadequate disease control, including an increased risk of kidney

complications; and BridgeBio’s plans to continue supporting regional family genetic testing and the potential for the

proband-initiated genetic testing model to provide an innovative and scalable approach to shorten the path to

diagnosis for families a�ected by ADH1. Although the Company believes that its plans, intentions, expectations and

strategies as re�ected in or suggested by those forward-looking statements are reasonable, the Company can give

no assurance that the plans, intentions, expectations or strategies will be attained or achieved. Furthermore, actual

results may di�er materially from those described in the forward-looking statements and will be a�ected by a

number of risks, uncertainties and assumptions, including, but not limited to, initial and ongoing data from the

Company’s clinical trials not being indicative of �nal data; the risk that results from patient-reported outcomes,

exploratory analyses or other analyses may not be predictive of future clinical outcomes or treatment e�ects; that

observed increases in PTH secretion and bone turnover or improvements in symptoms and daily functioning may

not be replicated in additional analyses or studies or translate into meaningful long-term clinical bene�ts; that

mechanistic interpretations regarding encaleret’s potential to restore native bone physiology, address the

underlying biology of ADH1 or regulate calcium independently of parathyroid hormone may not be borne out by

additional data; the design, enrollment, conduct, timing and success of ongoing and planned clinical trials, including

RECLAIM-HP; that RECLAIM-HP may not enroll the anticipated number of participants or proceed according to the

anticipated design or timeline; that results from prior clinical studies may not be replicated in RECLAIM-HP or other

future studies; that encaleret may not demonstrate the anticipated e�cacy, safety or therapeutic bene�t in adults

or adolescents with chronic hypoparathyroidism; that encaleret may not demonstrate the ability to normalize blood

and urine calcium, reduce or eliminate conventional therapy, improve patient-reported outcomes, or favorably

a�ect bone mineral metabolism or long-term safety; that the potential role of encaleret as an oral treatment for

chronic hypoparathyroidism may not be demonstrated in further clinical development; that the anticipated long-

term consequences of inadequate disease control, including kidney complications, may di�er from current

expectations; that BridgeBio’s plans to continue supporting regional family genetic testing may change and that the

proband-initiated genetic testing model may not prove scalable or meaningfully shorten the path to diagnosis for

families a�ected by ADH1; the impacts of current macroeconomic and geopolitical events, including changing

conditions from hostilities in Ukraine and the Middle East, increasing rates of in�ation and changing interest rates,

on business operations and expectations, as well as those risks set forth in the Risk Factors section of the

Company’s most recent Quarterly Report on Form 10-Q and Annual Report on Form 10-K and the Company’s other

�lings with the U.S. Securities and Exchange Commission. Moreover, the Company operates in a very competitive

and rapidly changing environment in which new risks emerge from time to time. These forward-looking statements

are based upon the current expectations and beliefs of the Company’s management as of the date of this press

release, and are subject to certain risks and uncertainties that could cause actual results to di�er materially from
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those described in the forward-looking statements. Except as required by applicable law, BridgeBio assumes no

obligation to update publicly any forward-looking statements, whether as a result of new information, future events

or otherwise.

BridgeBio Media Contact:
 

Kaitlyn Reilly, Director, Communications
 

contact@bridgebio.com
 

(650) 789-8220

BridgeBio Investor Contact:
 

Kristen Kelleher, Director, Investor Relations
 

ir@bridgebio.com

 

Source: BridgeBio Pharma, Inc.
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