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TAFAMIDIS



TAFAMIDIS is available in Spain since june 2023 for the treatment of ATTRwt/ATTRv-CM

TAFAMIDIS was the first specific treatment for ATTR-CM and continues to be the only one available in Spain

TAFAMIDIS is administered orally and is available as free acid 61mg (CM) and meglumine 20mg (PN) capsules



 Phase III clinical trial in patients with ATTRwt/ATTRv-CM

 441 patients randomized to tafamidis meglumine (80mg or 20mg) vs placebo for 30 months

 Patients were enrolled between 2013-2015

 Primary outcome: hierarchical analysis of all-cause mortality followed by CDV-hospitalizations

 Secondary outcomes: 

- Change from baseline to month 30 for the 6-minute walk test

- Change from baseline to month 30 on the KCCQ-OS score

Maurer MS, et al. N Engl J Med. 2018;379:1007-1016

ATTR-ACT
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ATTR-ACT: BASELINE CHARACTERISTICS
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ATTR-ACT: primary outcome

30%

32%

Analysis of CDV-related hospitalizations

NNT: 7,5 NNT: 4,4

Survival  30 months: 70,5%
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ATTR-ACT: secondary outcomes

TAFAMIDIS demonstrated to be a safe drug, with an ocurrence of adverse events similar to placebo

Dose reduction or discontinuation of the drug due to adverse events was greater with placebo



(1) McDonagh TA, et al. Eur Heart J. 2021;42:3599-3726 / (2) Heidenreich PA, et al. J Am Coll Cardiol. 2022;79:1757-1780

TAFAMIDIS in HF guidelines
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ATTR-ACT LTE (long-term extension)
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ATTR-ACT LTE (long-term extension)

 Open-label study of tafamidis treatment in patients with ATTRwt/ATTRv-CM

 Patients who took part in ATTR-ACT were not included

 1476 patientes received tafamidis for up to 60 months, until it became commercially available in their region

 Patients were enrolled between 2018-2023

 Median exposure: 1 year

 Longest treatment duration: 4,5 years
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ATTR-ACT LTE (long-term extension)

2 centers in Spain
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ATTR-ACT LTE (long-term extension)



ATTR-ACT LTE (long-term extension)
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Survival 30 months ∼ 70%

Mean survival > 4,5 years
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ATTR-ACT LTE (long-term extension)



TAFAMIDIS: real world evidence

Masri A, et al. JACC CardioOncol. 2025;7:282-293.

 Retrospective observational multicenter (5 centers in USA) study

 624 patients received tafamidis (early access program or commercial prescriptions)

 Patients were enrolled between january/2018-october/2021

 Median follow-up: 3,6 years



TAFAMIDIS: real world evidence
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82,5%



TAFAMIDIS: real world evidence

García-Pavía P, et al. J Card Fail. 2025;31:525-533

Survival 30 months ∼ 75%

Mean survival > 5,5 years



TAFAMIDIS: real world evidence

García-Pavía P, et al. J Card Fail. 2025;31:525-533

 Retrospective analisis from THAOS (TranstHyretin Amyloidosis Outcomes Survey) real-world registry

 1441 patients (587 with tafamidis vs 854 without tafamidis) enrolled between 2007-2023

 73,4% of treated patients enrolled 2019-2023 / 54,8% of untreated patients enrolled 2013-2018

 Median follow-up: 2,2 years



TAFAMIDIS: real world evidence
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TAFAMIDIS: real world evidence
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Drachman B, et al. Eur J Heart Fail. 2024;26:2038-2046

TAFAMIDIS and LVEF

FEVI <50% (50% of the cohort)

33% (30 months)

Survival 30 months ∼ 70%





(1) Elliott P, et al. Eur J Heart Fail. 2023;25:2060-2064 / (2) Crespo-Leiro MG, et al. JACC Adv. 2025;4:102122
  

TAFAMIDIS and NYHA functional class
(1)

(2)

NYHA I-II survival 30 months ∼ 80%

NYHA III Survival 30 months ∼ 40%

NYHA III mean survival ∼ 2 years
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TAFAMIDIS and NYHA functional class
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TAFAMIDIS and AGE



Jobbé-Duval A, et al. Int J Cardiol. 2025;437:133522 

TAFAMIDIS and AGE

 Retrospective observational multicenter study in France (Healthcare European Amyloidosis Registry)

 1380 patients ≥ 80 yo (1194 with tafamidis vs 186 without tafamidis)

Propensity score

Age
NYHA
SBP

Troponin T
NTproBNP

IVST
LVEF
E/e´
ASAT
ALP



CONCLUSIONS

1. Tafamidis is a transthyretin stabilizer available in Spain since june 2023. It was the first specific drug 

to treat patients with ATTRwt/ATTRv-CM, and continues to be the only available in our country

2. In the ATTR-ACT clinical trial, tafamidis was associated with reductions in all-cause mortality and 

cardiovascular-related hospitalizations and reduced the decline in functional capacity and quality of life 

compared with placebo. Furthermore, it proved to be a safe and well-tolerated drug

3. The results of the ATTR-ACT long-term extension study and the evidence obtained from the use of 

tafamidis in real life confirm its usefulness and safety



CONCLUSIONS

4. Patients with ATTR-CM and a reduced LVEF <50% benefit from tafamidis, similar to those with a 

preserved LVEF

5. In patients with ATTR-CM and an advanced functional class, tafamidis was also associated with a 

reduction in all-cause mortality compared with placebo. However, the poor prognosis of these patients 

may determine the prescription of the drug  

6. In octogenarians with ATTR-CM, treatment with tafamidis is associated with less deterioration in 

quality of life and functional capacity, and seems to reduce all-cause mortality. In these patients, a 

comprehensive assessment beyond age should guide the treatment decision 
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