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Preface

Internationally the medical device regulations stipulate that clinical evidence is required 
for all medical devices as part of the evidence-based technical documentation for the li-
censing of products. The regulations are putting greater emphasis on the need of credible 
and reliable clinical evidence either obtained through critical analysis of clinical litera-
ture or by way of clinical investigation. Manufacturers are obligated to ensure that clinical 
evidence is a integral part of the marketing authorisation process for medical devices.  
The need for reliable and credible clinical data is increasingly important in global medical 
device regulatory compliance1.  

The regulatory system allow manufacturers to make a choice as how clinical data is  pro-
vided, i.e., based on critical review of existing historical and published as well as unpu-
blished scientific literature review or from conducting clinical trials or a combination of 
both.  Although clinical evidence is required for all medical devices,  for certain specific 
medical devices, in  particular long-term invasive, or implants or novel products without 
precedent, clinical evidence must come from clinical trials  conducted in accordance with 
relevant Good Clinical Practices (GCP) requirements. Regulators, however, based on re-
view of applications or technical documentation, have come to the conclusion that not 
all long-term invasive or implantable products have been subject to clinical studies as 
directed by the law. Manufacturers use clinical evidence from literature review in most si-
tuations not only to demonstrate compliance, although limited, with the essential (safety) 
requirements while simultaneously using it as a justification for not conducting clinical 
trials2. The medical device requirements stipulate that a duly documented justification 
as to why clinical data is obtained by a specific method (i.e., clinical literature route or 
clinical investigation) be an integral part of the licensing application.  Should clinical data 
not be obtained from a clinical investigation, then a  rationale why this  has not been done 
must be duly documented and justified.  

The medical device requirements give legal impetus to having to conduct clinical trials 
with devices to Good Clinical Practices (GCP).  At the closure of the trial, a clinical study 
or results report must be written in line with the defined medical device guidance docu-
ments that are similar to the International Committee for Harmonisation for Pharmaceu-
tical Industry (ICH) requirements for the Clinical Study Report. 

Not conducting a clinical trial with a medical device when it is required is no longer an 
option. The medical device regulations worldwide define when trials are to be conducted 
and that, when conducted, they must be done in accordance with GCP. GCP no longer 
applies only to medicinal product trials but to any trial conducted with any healthcare 
product when the product is used in a medical intervention. 

1 	 Council Directive 93/42/EEC of 14 June 1993 concerning medical devices, Public Consulta-
	 tion Text 5 April 2005 : Draft Commission Proposal amending Directive 93/42/EEC
2 	 M Kenny Clinical data and the need for diligence’  RAJ devices. May/Jun 2005 Vol 13No 3 pp 1		
	 37-139
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As the medical device regulatory environment matures, the issue of obtaining scienti-
fically sound clinical evidence is an increasingly important issue in overall regulatory 
compliance. Such data provides the medical community with sufficient evidence about 
the actual use of the product under clinical conditions and helps satisfy stakeholders that 
the products used in medical intervention are safe, efficacious and perform in accordance 
with the claims the manufacturer makes for the device.  

In this publication, the regulatory and GCP requirements for  medical device clinical in-
vestigations in the major trading areas (e.g. EU, Australia, Canada, Japan and the US ) is 
examined in detail. The publication is a road-map on how to meet the compliance when 
medical device clinical trials are conducted. The publication is divided into the following 
main sections:

•	 Part 1 examines the regulatory and GCP requirements for medical devices in key
	 trading markets.

•	 Parts 2 to 5 lay out the road map on how to conduct medical device trials in com-
	 pliance with internationally GCP requirements looking at planning,  preparing, docu-
	 menting, conducting and managing the trial from start to finish.   

	 Throughout the publication important information including tips are identi-	
	 fied in red boxed text preceded by the symbol. 

This practical road-map to the clinical investigation process is a tool for any manufactu-
rer, investigator, researcher, regulatory affairs professional, clinical affairs professional, 
or monitor involved in clinical investigation and regulatory affairs. 

With the regulatory scene in a constant state of flux, the appropriate regulatory and 
ethics authorities should be consulted prior to setting up a a medical device trial in any 
country. 
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