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Abstract

High-risk medical devices must go through a special approval process before
entering the market, whereby they demonstrate sufficient safety and clinical effectiveness
by submitting relevant evidence. This evidence is usually obtained by conducting one or
more clinical trials. There have been occasional inaccuracies in the reporting of the results
of these trials, e.g., not publishing the entire study or misrepresenting unfavorable results.
Our study deals with the issue of publishing clinical trials of new, high-risk, cardiovascular
medical devices. The main objective of the study was to analyze the clinical studies in SSED
documents that are submitted to the FDA in the premarket approval process and compare
it with the information in related peer-reviewed publications. A total of 59 medical devices
that met the inclusion criteria were identified in the time period 2014—2018. Of the 64
pivotal clinical studies, 81% were published, with a median time to publication of 2
months. There were no substantial differences in randomization and blinding between
SSED pivotal trials and publications. Small differences were noticed in the number of
patients (8%), the mean patient age and sex (15%). No differences were observed between
SSED documents and published studies in terms of primary outcomes selection and
definition. Only three (3.8%) outcomes were not found in publications. Our results shown
a substantial improvement both in the publication rate of the pivotal trials and in the

correctness of the published information for high-risk cardiovascular medical devices.


https://doi.org/10.1007/978-3-031-42782-4_1

IFMBE Proceedings 92

Victor Sontea
lon Tiginyanu
Serghei Railean Editors

6th International Conference
on Nanotechnologies and
Biomedical Engineering

Proceedings of ICNBME-2023, September
20--23, 2023, Chisinau, Moldova -
Volume 2: Biomedical Engineering

and New Technologies for

Diagnosis, Treatment, \
and Rehabilitation |

@ Springer

6th International Conference on Nanotechnologies and Biomedical Engineering
Proceedings of ICNBME-2023, September 20—23, 2023, Chisinau, Moldova
Volume 2: Biomedical Engineering and New Technologies for Diagnosis, Treatment, and
Rehabilitation
Keywords: medical devices, regulatory process, premarket approval,-clinical

studies, publication practice
References

1. Chang, L., Dhruva, S.S., Chu, J., et al.: Selective reporting in trials of high risk cardiovascular
devices: cross sectional comparison between premarket approval summaries and published reports. BMJ
350, h2613 (2015). https://doi.org/10.1136/bmj.h2613

2. Rising, K., Bacchetti, P., Bero, L.: Reporting bias in drug trials submitted to the food and drug

administration: review of publication and presentation. PLoS Med. 5, €217 (2008).
https://doi.org/10.1371/journal.pmed.0050217

3. Zimmerman, K.O., Smith, P.B., McMahon, A.W., et al.: Duration of pediatric clinical trials
submitted to the US food and drug administration. JAMA Pediatr. 173, 60-67 (2019).
https://doi.org/10.1001/jamapediatrics.2018.3227

4. Swanson, M.J., Johnston, J.L., Ross, J.S.: Registration, publication, and outcome reporting among

pivotal clinical trials that supported FDA approval of high-risk cardiovascular devices before and after
FDAAA. Trials 22, 817 (2021). https://doi.org/10.1186/s13063-021-05790-9

5. Smithy, J.W., Downing, N.S., Ross, J.S.: Publication of pivotal efficacy trials for novel therapeutic
agents approved between 2005 and 2011: a cross-sectional study. JAMA Intern. Med. 174, 1518-1520
(2014). https://doi.org/10.1001/jamainternmed.2014.3438

6. Phillips, A.T., Rathi,V.K., Ross, J.S.: Publication of clinical studies supporting FDApremarket

approval for high-risk cardiovascular devices between 2011 and 2013: a cross-sectional study. JAMA
Intern. Med. 176, 551-552 (2016). https://doi.org/10.1001/jamainternmed.2015.8590
7. Premarket Approval (PMA): https://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfPMA/pma.cfm

8. ClinicalTrials.gov. https:/clinicaltrials.gov



https://doi.org/10.1136/bmj.h2613
https://doi.org/10.1371/journal.pmed.0050217
https://doi.org/10.1001/jamapediatrics.2018.3227
https://doi.org/10.1186/s13063-021-05790-9
https://doi.org/10.1001/jamainternmed.2014.3438
https://doi.org/10.1001/jamainternmed.2015.8590
https://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfPMA/pma.cfm
https://clinicaltrials.gov/

