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INTRODUCTION: Differentiation of adenoma (“tertiary” HPT) and parathyroid
gland (PG) hyperplasia in hyperparathyroidism (HPT) in patients with chronic kidney
disease (CKD) is difficult. The aim of our study was to analyze the clinical and
laboratory symptoms of HPT in patients with CKD on dialysis therapy, according to
the histological picture of PG after parathyroidectomy (PTX).

METHODS: The study included 29 dialysis patients (mean age 3969 years) with severe
unremitting �PT. All patients underwent PTX. According to the results of the
histological examination of PG, the patients were divided into two groups. The first
group included 10 patients with diffuse hyperplasia of PG and the second group
included 19 patients with nodular hyperplasia of PG. Preoperative examination of
patients included determination of biochemical parameters of blood, parathyroid
hormone (PTH), bone mineral density in the distal forearm, femoral neck and lumbar
spine using dual-energy x-ray absorptiometry.

RESULTS: An analysis of patient groups revealed differences, respectively, in the first
group and in the second group by age 3265 versus 4366 years (p=0.03); the duration
of dialysis therapy is a median of 33 months (17; 55) versus a median of 46 months (38;
86) (p=0.04); the incidence of hypercalcemia is 0%, versus 42% (p=0.05). Groups did
not differ in primary kidney disease, although all four patients with polycystic kidney
disease were in the second group. There were no differences in clinical and laboratory
symptoms: serum PTH levels of 20036310 and 18306455 pg/ml, calcium 2.360.1 and
2.460.1 mmol/l, phosphorus 2.260,1 and 2.460.2 mmol/l; the total alkaline
phosphatase activity exceeded the upper limit of the normal range in 3.460.6 and
3.260.6 times. The frequency of cardiac calcification was also the same – 80% and
75%. There is a trend to high deficit of bone mineral density in the distal forearm in
patients of the second group versus first group: respectively Z-scores -3.8 SD and Z-
scores -2.8 SD.

CONCLUSIONS: Severe HPT in patients with CKD is associated with a different
histological picture of PG. Any specific clinical and laboratory markers for "tertiary"
HPT are very uncertain. Indirect factors of nodular hyperplasia of PG are a long renal
history, prolonged dialysis, a tendency to hypercalcemia, and an increase in the severity
of osteopenia syndrome.
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INTRODUCTION: Etelcalcetide is the first intravenous calcimimetic that has
demonstrated its safety and effectiveness in randomized clinical trials, although the
real-world experience is limited. The aim of this study was to assess the efficacy and
tolerability of etelcalcetide in HD patients with secondary hyperparathyroidism
(SHPT) under daily practice conditions.

METHODS: We evaluated the 6-month experience with etelcalcetide in 38
maintenance HD patients (women: 40%; mean age 66.6614.5 years; diabetes: 32%)
who started therapy with this new calcimimetic. The IV study drug was administered 3
times weekly after HD session. The primary outcomes were the changes in calcium,
phosphorus and parathyroid (PTH) levels, and the proportion of patients achieving
biochemical targets.

RESULTS: The main reason for initiation of treatment was inadequate PTH control
(84%) or to reduce the pill burden (16%). The proportion of naı̈ve patients was 19%,
whereas 81% were switched from cinacalcet. The majority of patients (69%) received a
starting dose of 2.5 mg thrice weekly after HD, with a mean weekly dose of 6.4 6 2.7 mg
and 11.2 6 4.7 mg at baseline and 6-month follow-up, respectively. PTH levels
decreased significantly from 501 (428-608) pg/ml at baseline to 321 (201-482) pg / ml
at month 6 (p<0.001). Calcium levels decreased significantly from 9.2 6 0.8 to 8.9 6

0.7 (p<0.001). Asymptomatic hypocalcemia<7.5 mg / dl was observed in 4 cases,
which led to reduction dose of etelcalcetide with subsequent recovery. Phosphorus
levels decreased from 5.6 6 1.7 to 4.4 6 1.3 mg / dl at the end of the study (p<0.001),
allowing a significant reduction in the pill burden related to CKD-MBD (5.563.2 Vs.
4.062.3 pills/day; p=0.010). None of the patients reported nausea or vomiting. The
proportion of patients with biochemical parameters within target ranges increased
significantly (Figure).

CONCLUSIONS: Under daily practice conditions, etelcalcetide seems to be a potent
and well tolerated calcimimetic which is effective for controlling SHPT in HD patients,
increasing the number of patients achieving biochemical targets.
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INTRODUCTION: Secondary hyperparathyroidism (sHPT) is common in
hemodialysis (HD) patients. This complication of chronic kidney disease (CKD) is
caused by an attempt to control the disturbed calcium, phosphorus, and vitamin D
metabolism. sHPT causes vascular and soft-tissue calcification and leads to
disturbances of mineral metabolism. Current treatment options for SHPT consist of
oral and intravenous active vitamin D analogues, and the oral calcimimetic agent
cinacalcet. Etelcalcetide is a new peptide calcium-sensing receptor (CaSR) agonist with
a similar mechanism of action to cinacalcet and also injectable through the blood
return after haemodialysis, thus lessening the pill burden on patients.

The present study aimed to evaluate the efficacy and safety profile of etelcalcetide in an
observational prospective study for the treatment of SHPT in CKD patients on dialysis

METHODS: In this prospective study 61 HD stable patients with sHPT were received
etelcalcetide for 6 months period. Before starting etelcalcetide our patients were
receiving oral or iv VDRA’s and/or cinacalcet or were naı̈ve. During the 6th month
period, dose of VDRA’s remained stable and adjustments to etelcalcetide dose were
taken place every month according to clinical-laboratory status of our patients.
Parathyroid hormone (PTH) levels, calcium (Ca), Phosphate (Ph), alb were measured
before starting etelcalcetide and every month until the end of the protocol. The primary
outcome was estimation of PTH concentrations at the end of the treatment period.
Secondary outcomes were monitoring of corrected serum Ca, Ph, albumin, during the
study protocol. Adverse events (AEs) and adverse drug reactions (ADRs) were also
evaluated

RESULTS: PTH significantly decreased from the first month of the treatment with
etelcalcetide (771.536438.58 vs 586.556497.30, p<0.05, approximately 24%
reduction from baseline). This trend carried out until the end of the study period
(442.256411.60, p<0.05, approximately 43% reduction from baseline).

We also noticed significant reduction of the phosphate levels even from the second
month of treatment (from 4.98.61.24 to 4.6461.86 mg/dl , p<0.05). This trend also
carried out until the end of the study period (4.6661.04 mg/dl, p<0.05). Remarkable
finding was the stable bevaviour of Ca levels from the first week until the end of the
study period along with albumin. Starting dose of etelcalcetide was 15 mg/week and
ended to be 1867.31 mg/week. None of the patients of the protocol dropped out of the
study due to adverse events.

CONCLUSIONS: Etelcalcetide is safe, well tolerated and effective in reducing iPTH in
HD patients with sHPT. As the only available intravenous calcium-sensing receptor
agonist, etelcalcetide is likely to provide a new treatment option for sHPT in HD
patients.
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