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Ouk en tw pollw to eu alla en tw eu to polu
(Ouk en tō Pollo to aef, but en to aef to poly)

“Not many is the good, but in the good, the many”
Aristotle (384-322 B.C.)

In the first Polish, large-scale, national, ‘real world’ regis-
try concerning the use of bioresorbable scaffolds, the results 
were characterised as excellent but in a properly selected 
group of patients and with appropriate lesion preparation [1]. 
However, in a recent interesting document compiled by the 
group of experts on the current knowledge of advantages and 
limitations of these devices some serious shortcomings were 
revealed that should be taken into consideration [2].

Similarly, the increased risk of a bioresorbable scaffold 
or stent thrombosis and other thrombotic events at mid- and 
long-term follow-up with the use of such devices have been 
attributed to numerous potential factors, totally 16. They in-
clude (alphabetically): acute disruption, device degradation, 
early discontinuation of dual antiplatelet therapy, edge-related 
progression, incomplete lesion coverage, late discontinuity 
(abrupt loss on longitudinal scaffold between two adjacent 
frames), malposition, neoatherosclerosis, peristrut low-in-
tensity area, poor scaffold expansion, recoil, restenosis, strut 
thickness, uncovered strut, under-deployment, and very 
small vessel. 

All the above remind us of Aristotle’s dictum: “many is 
not good, but in the good the many”, as well as the English 
proverb “too many cooks spoil the broth”. 

We are wondering, therefore, why, in all published 
studies, meta-analyses, reports, editorials, and comments, 
no attention has been focused on the following pathophysi-
ological associations that we regard as essential aetiological 
factors, at least in some instances, concerning bioresorbable 
scaffold safety and efficacy at mid- and long-term follow-up 
including the much-feared scaffold thrombosis. 

The Absorb bioresorbable scaffold is composed of 
a bioresorbable poly L-lactide (PLLA) skeleton coated with 
bioresorbable PLLA, four platinum marker beads, by two,  
at both scaffold ends for visualisation and mTOR inhibitor 
everolimus. Both polymers are metabolised to lactic acid 
that finally dissolves into carbon dioxide and water via the 
Krebs cycle. 

These components and metabolites have been as-
sociated with pathophysiological consequences leading to 
thrombosis, as follows: poly L-lactide gel injections have been 
incriminated for intense inflammatory reaction, especially the 
low-molecular weight [3], tissue granulomatous reactions [4], 
hypersensitivity reactions, especially in orthopaedics [5], and 
papules and nodules infiltrated by multinucleated giant cells 
with unhydrated birefringent PLLA crystals [6].

Lactic acid itself reduces the surrounding tissue pH, which 
could trigger inflammatory and foreign body reactions, which 
stimulate sensory neurons to cause similar pain as in coronary 
syndromes [7], and induce thrombosis [8].

Carbon dioxide can enhance acidosis, which could cause 
thrombosis by reducing heparin potency as has been reported 
in thorax surgery [9]. 

Everolimus substance has been associated with hyper-
sensitivity pneumonitis, atopic dermatitis, exanthema, and 
generalised as well as lingual angioedema, occasionally fatally 
[10]. Finally, platinum anions and taxanes have been associ-
ated with hypersensitivity reactions that have been confirmed 
by skin tests [11]. 

Other recent meta-analyses [12] have been referred to 
the recent United States Food and Drug Administration (FDA) 
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safety alert for the Absorb BVS (Abbott), but they have not 
referred to information sheets included in the commercial 
packages, the special product characteristics, or to the FDA 
safety alert that clearly states that these devices are contrain-
dicated in patients sensitive to materials used in the device 
(poly L-lactide, platinum, everolimus), contrast media, aspirin, 
and antiplatelet agents [13]. 

Although it is hard to make improvements in anything 
without  understanding in detail its shortcomings at first, we 
suggest the following: improvement of the current device tech-
nology, increased experience in performing the procedure, 
inventing methods to make the currently used materials inert, 
discovering new inert materials, and strict adherence to FDA 
alerts could solve these dangerous shortcomings.
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