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Introduction 

Patients, organizations, healthcare providers and even 
nations at large are challenged on a day-to-day basis with 
decisions related to the right use of medical devices. It 
could either be a general practitioner from a rural region, 
using a particular kind of suture over other kinds or a 
cardiologist opting to utilize a bare metal stent or a drug-
eluting stent on a patient who has been recently 
diagnosed with a coronary ailment, on the basis of its cost 
and availability. It could also be a health system that 
decides the kind of technologies that can be used for 
screening of colon cancer; there are several medical 
devices, it is expensive and its utility cannot be 
overlooked within the realm of medical practice [1]. 
 
 There are hardly a handful of people including patients 
and physician who truly comprehend what outlines a 
medical device and the procedure through which medical 
devices are reviewed and obtain approval to be used in 
the medical domain. Though it is true that medical devices 
have to mandatorily undergo reviews before it can be 
made available to the public, still it lacks transparency. 
Clinical evidence pertaining to the effectiveness of the 
device or the benefits a particular device offers as 
compared to other similar devices is not made available to 
the public or even physicians for that matter. This 
highlights a lack of transparency in terms of clinical 
evidence for medical devices. Further, there are not many 
research articles that have covered this facet of 
transparency of medical devices. One particular paper by 

Fraser et al., [2] is reviewed and this commentary is based 
on the said paper.  
 

Commentary 

While as per the new European Union (EU) law of 5th 
April 2017 pertaining to medical devices has at Recital 43 
declared that appropriate access to information is very 
much necessary to facilitate professionals in the 
healthcare domain to arrive at informed decisions. In 
addition, the law also states that it is mandatory for the 
manufacturer to sum up the key performance and safety 
related aspects of the medical device and the results of the 
clinical evaluation. However, this requirement is only 
applicable to class IIb, class III (high risk) and implantable 
medical devices. But this seems to be a skewed decision as 
it leaves the field open for many other medical devices 
that exist and are being currently utilized. There is clearly 
an imbalance considering that only class II and 
implantable medical devices are included whereas class 
IIa medical devices are exempted. For instance; devices 
that fall under class IIa include active systems such as 
magnetic resonance imaging or ultrasound. Even such 
medical devices require Summary of Safety and Clinical 
Performance (SSCP). Furthermore, some devices are 
introduced in the market without adequate clinical 
evaluation which can lead to severe complications.  
 
Certain cardiovascular devices that were not subjected to 
adequate clinical evaluation prior to its approval led to 
severe complications during actual use [3]. Prior to the 
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current EU law being implemented, there had been a very 
prominent case wherein there was failure on the part of a 
heart-valve manufacturer to reveal all information 
regarding fractures that occurred at the time of testing the 
device in the laboratory [4]. Another instance was 
observed in 2005 when there was a delay on the part of 
the manufacturer in revealing the risk of depletion of 
battery in a specific model of implantable cardioverter 
defibrillator. This resulted in several deaths which could 
have been averted if there had been no delay in revealing 
the pertinent information [5]. Similarly, in 2008, a delay in 
reporting fractures in lead resulted in unfortunate 
instances of electric shocks [6].  
 

Implications 

Negative outcomes arising from the lack of public 
information with regards to medical devices have been 
emphasized in several settings. It has been concluded by 
the European Clinical Research Infrastructure Network 
(ECRIN) that an absence of transparency during protocols 
and results from scant studies conducted in the past and 
restricted availability of trial data for secondary analyses 
are key bottlenecks in conducting suitable randomized 
trials of medical devices. Potential challenges with 
regards to the efficacy or safety of devices that are 
approved and used in surgery are hidden due to the 
absence of transparency.  
 
This implies that surgeons are not in a position to arrive 
at informed decisions about using a particular device or 
choosing a device amongst other devices. This has 
resulted in innovation that is erroneous, unstructured and 
heterogeneous [7]. This in turn has led to an increment in 
the risk of unsuitable monitoring of medical devices. 
According to the European Patients Forum, it is necessary 
for patients as well as medical professionals to have 
access to superior quality information related to medical 
devices, allowing them to make informed decisions and 

beware of risks, if any, of using a particular medical 
device, irrespective of its class.  
 

References 

1. Tice JA, Helfand M, Feldman MD (2010) Clinical 
evidence for medical devices: regulatory processes 
focussing on Europe and the United States of America. 
World health Organization. 

2. Fraser AG,  Butchart EG,  Szymański P, Caiani E G, 
Crosby S, et al. (2018) The need for transparency of 
clinical evidence for medical devices in Europe. The 
Lancet 392(10146): 521-530.  

3. Fraser AG, Daubert JC, Van de Werf F, Estes NAM, 
Smith SC, et al. (2011) Clinical evaluation of 
cardiovascular devices: principles, problems, and 
proposals for European regulatory reform. Report of 
a policy conference of the European Society of 
Cardiology. European Heart Journal 32(13): 1673-
1686.  

4. Kolata G (1992) Manufacturer of Faulty Heart Valve 
Barred Data on Dangers, F.D.A. Says. The new hork 
times pp: 50. 

5. Steinbrook R (2005) The controversy over Guidant’s 
implantable defibrillators. The New England Journal 
of Medicine 353(3): 221-224. 

6. Maisel WH (2008) Semper Fidelis-Consumer 
Protection for Patients with Implanted Medical 
Devices. New England Journal of Medicine 358(10): 
985-987.  

7. Sauerland S, Brockhaus AC, Fujita-Rohwerder N, Saad 
S (2014)  Approaches to assessing the benefits and 
harms of medical devices for application in surgery. 
Langenbeck’s Archives of Surgery 399(3): 279-285.  

 

https://chembiopublishers.com/CJDCC/
https://chembiopublishers.com/submit-manuscript.php
http://apps.who.int/medicinedocs/documents/s17698en/s17698en.pdf
http://apps.who.int/medicinedocs/documents/s17698en/s17698en.pdf
http://apps.who.int/medicinedocs/documents/s17698en/s17698en.pdf
http://apps.who.int/medicinedocs/documents/s17698en/s17698en.pdf
https://www.thelancet.com/journals/lancet/article/PIIS0140-6736(18)31270-4/fulltext
https://www.thelancet.com/journals/lancet/article/PIIS0140-6736(18)31270-4/fulltext
https://www.thelancet.com/journals/lancet/article/PIIS0140-6736(18)31270-4/fulltext
https://www.thelancet.com/journals/lancet/article/PIIS0140-6736(18)31270-4/fulltext
https://academic.oup.com/eurheartj/article/32/13/1673/507544
https://academic.oup.com/eurheartj/article/32/13/1673/507544
https://academic.oup.com/eurheartj/article/32/13/1673/507544
https://academic.oup.com/eurheartj/article/32/13/1673/507544
https://academic.oup.com/eurheartj/article/32/13/1673/507544
https://academic.oup.com/eurheartj/article/32/13/1673/507544
https://academic.oup.com/eurheartj/article/32/13/1673/507544
https://www.nytimes.com/1992/03/21/us/manufacturer-of-faulty-heart-valve-barred-data-on-dangers-fda-says.html
https://www.nytimes.com/1992/03/21/us/manufacturer-of-faulty-heart-valve-barred-data-on-dangers-fda-says.html
https://www.nytimes.com/1992/03/21/us/manufacturer-of-faulty-heart-valve-barred-data-on-dangers-fda-says.html
https://www.nejm.org/doi/full/10.1056/NEJMp058158
https://www.nejm.org/doi/full/10.1056/NEJMp058158
https://www.nejm.org/doi/full/10.1056/NEJMp058158
https://www.nejm.org/doi/full/10.1056/NEJMp0800495
https://www.nejm.org/doi/full/10.1056/NEJMp0800495
https://www.nejm.org/doi/full/10.1056/NEJMp0800495
https://www.nejm.org/doi/full/10.1056/NEJMp0800495
https://link.springer.com/article/10.1007%2Fs00423-014-1173-y
https://link.springer.com/article/10.1007%2Fs00423-014-1173-y
https://link.springer.com/article/10.1007%2Fs00423-014-1173-y
https://link.springer.com/article/10.1007%2Fs00423-014-1173-y

	Introduction
	Commentary
	Implications
	References

