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File 	I 	ID 	I Yes/No/N/A 
mical Data 	 .111MIN M  
:onformity without clinical data Yes 
5/EEC and Annex X.1.1d of No 93/42/EEC) must be 
Ind based on 
Lsk management process 
ct of the device-body interaction 
11 perfoimance 
inufacturer. 
lion of conformity based on performance evaluation, 
-clinical evaluation in the absence of clinical 
_y substantiated. 
: review the manufacturer's justification, the 
?nted and whether or not conformity is demonstrated. 
's justification adequate? 
?valuation, bench testing and pre- 
adequate to demonstrate 
3ential Reauirements? Clinical 

_d include in the technical Yes 'Clinical literature 
lent on the route(s) applied to No • 	Published 
data used to affix the "CE" 
zed 
make clear whether that 

lined from the published 
'its of clinical investigations or a Combination of 
_gation data 

Id shall include an adequateComment 
7oute(s) selected and a 
ralency (technical, biological, 
T if clinical data from similar 

5n Report and. the full clinical data used for CE 
_uded within the technical documentation 
:learly documented the objectives and the scope of th 
id specified the clinical ER's [e.g. clinical . 
r, risks and favourable benefit/risk ratio related to 
rroup(s) and indication(s)1 to be met 
:learly outlined the performed steps and procedures of 
;cording to this MEDDIEV (specifically sections 5 to 
lion given for deviations 
i route 

?stigation 

_ce 
intable or class III medical device or an active 
?vice?  
ration is t presented for an 
_11 MD or an AIMD, has this 

11 
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tied by the manufacturer in his . 
lical evaluation'? 
) is presented for equivalent 
_cal data when taken together with the available pre 
)nt to . demonstrate conformity with the essential 
safety and performance of the 
ier Lmal conditions of use? 

) is presentea ror equivaLent 
)s in either the demonstration of compliance with 
11 requirement . or in the demonstration of 
addressing through the means of a specifically 

)stigation(s)? 
) is presented for equivalent devices, is the data 
the clinical hazards identified in the risk 

Ition(s) will be needed. The objectives of the 
1(s) should focus on those aspects sufficiently 

ivestigatior 
)xes of the medical devices Directives (Annex 7 AlMD, 
7elevant standards (EN ISO 14155-1, -2) taken into 

_cal investigations 

)vant documentation, the following documentation 
id reviewed by the Notified body: 
>ubmitted to the Competent Authority or other 
which grounds for objection were raised 
If 

 

objection"/approval from Competent 
(if available) or other approval from the relevant 
, together with any comments made arising from 

Imittee opinion(s) and comments arising from their 
f all Ethics Committee opinions and any. 
7ising from their reviews 
i dated final report 

:iced the following information should be checked by 

from the Competent Authority(ies) 1  
Plan (CTP): Is the CIP, used for the clinical 

le as that submitted to the Competent Authority?* 

should be paid to the number of patients entered, 
gation(s)( in particular which essential 
bg addressed, duration of investigation (s) and 
)rt & long term)end points in terms of diagnostic 
;essment inclusion criteria. 

as set out in the original CIP, the rationale for non 
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changes to CIP and rationale for any such changes 

restigation(s) was pertormed outside the EU, the 
)nstrate that the use of the device (including 
techniques) and patient population are equivalent to 
?vice will be used within the EU (if relevant). 
lations, have any issues or concerns raised as part of 
it of the • medicinal substance by the medicinal 
or EMEA been considered and/or resolved? 

mm =igation The report should be reviewed and should 
infoimation 

I. abstract should be provided, presenting the 
lyT* 

restigation(s); identification of the medical 
lames, models as relevant for complete identification 
lement indicating whether the investigation(s) was 
5e with CEN/ISO Standards;objectives; subjects; 
ition (s) initiation and completion dates, including 
ition, if applicable; results; conclusions; authors of 

f statement placing the study in the context of the 
iical device in question and an identification of 
the development of the Protocol 

7iption; summary description of the device and its 
7 with any modifications performed during the 

investigation plan"* 

_ investigation objectives; the investigation design; 
. investigation end points; ethical considerations; 
iclusion/exclusion criteria; sample size; treatment 
_on; investigation variables; concomitant 
5; duration of Follow up; statistical analysis 
)n hypothesis or pass/fail criteria, sample size 
al analysis methods. 
should contain summary infoimation with a 

ilysis and results* 

ration initiation date; investigation 
date; the disposition of patients/devices; the 
clinical investigation 
inalysis to include safety report, including a summary 
and adverse device events seen in the investigation, 
of the severity, treatment required, resolution and 

?stigator of relation to treatment; performance or 
T sub group analysis for special population; a 
;sing data, including patients lost to follow up or 
with in the analysis 
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isionsl* 

Ince and safety results of the study; the relationship 
. clinical relevance and importance of the results, 
_ght of other existing data and discussion of 
of the art"; any specific benefits or special 

for individual subjects or at risk groups; ally 
;onduct of future studies. 
Iting clinical investigator (if No 
)al investigator at each centre 
report should be signed off by the 
:ontaining clinical investigation plan, Yes 
list of investigators and their No 
other parties involved, list of monitors, N/A. 
(if applicable), fist of Ethics 
tpproval letters. 
:linical investigation (s) data presented 
iss/fail criteria of the investigation(s) been met? 
:onclusions of the clinical investigation(s) 
e with the identified relevant essential 

the device labelling substantiated. Yes 
taken together with the relevant pre-clinical data?  
demonstrated that the risks associated with the use 
out by the manufacturer, are acceptable when balanced 
zo the patient' 
:formed in a critical and objective manner? 

Ita 
of relevant scientific literature that is currently 
safety, performance, design characteristics and 
le form of a written report 

of relevant scientific literature has 

the identification, selection, 
)f relevant publications should be written. 
iterature review should be clearly 

=hat arc relevant to the objective of 
should be specified 
from recognised scientific 
shed data should also be taken into account in order 
)ias. 
should state 

It of the searches of databases or other sources of 

on/ relevance o 

that all relevant references, both 
irable, have been identified 
of particular references together with a 
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As exclusion. 
)f the different stages of literature search. 
lion, appraisal, No 
)n of hits)  
ented  MMMI M= 

 lould clearly establish the extent to which the 
the specific characteristics and. features of the 
ition. 
_es do not directly refer to the device in question, 

3e with the device, which is the subject of the 

? same clinical condition or purpose, at the same site 
ir population (including age, anatomy, physiology); 
critical performance according to expected clinical 
ftended use 
similar conditions of use; have similar 
)perties e.g. tensile strength, viscosity, surface 
f similar design; use similar deployment methods (if 
ir principles of operation 
laterials in contact with the same human tissues or 
?viewed journals   
devices should have similarity 
_nical, technical and biological parameters with 
:he performance,principles of operation and. 
? are differencesidentified,an assessment 	and 
3ignificance these might have on safety and 

out" 
be able to demonstrate the adequacy of the data in 
of conformity set out in the objective  

cal data 
should make clear the significance that is attached 
3es based on a number of factors. These include: 
)r's background and expertise in 
3ular device and/or medical procedure No 

3onclusions are substantiated by the available data 

? reflects the current medical practice and the 
"state of the art" technologies 

? taken from recognised scientific publications and 
we been reported 
le published literature is the outcome of a 
we followed scientific principles in relation to 

demonstrable and appropriate endpoints, inclusion and 
appropriate and validated number of patients 

: for an appropriate duration, providing evidence and 
3e incidents, deaths, exclusions, withdrawals and 
lID and identifying an appropriate statistical plan of 
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_dence should be generated from a clinical trial 
7iate), properly designed cohort/case controlled 
i case histories or sequential reports conducted by 
)(71 experts, whether in relation to the device itself 
e. If unpublished data is being included in the 
iture review will need to weigh the significance that 
7eport 
f the literature 
should contain a critical evaluation of the 
_cal evaluation should: 
1 suitably qualified in the relevant field, and 
by an expert knowledgeable in the "state of the art" 
le objectivity 
_ption of the medical device, its 
)scription of the intended purpose No and application 

f all the available data considered, 
ifavourable 
lo which the literature relates to the specific 
)atures of the device being No assessed, taking due 
of similarity between the device(s) covered by the 
rice under assessment 
) aspects of the use of the device, including 
i in the clinical part of No the risk analysis are met 
ifacturer, and that the device fulfils its intended 
ievice  
i hazards, the associated risks and the appropriate 
zients, medical staff and third parties involved in 

_s relevant to the device design, 
:es involved, taking into account No any adverse 
;t-market surveillance, studies, modifications and 

of the methods of weighting of different papers and 
Is of analysis employed taking into account the 
le type and duration of study and the heterogeneity of 
)d within the study 
f the market experience of the same 
icluding the results of post-marketing No studies, 
Ice and short- and long-term . adverse events 
ications appropriately cross- 
_uation 
:elates to an equivalent device, contain a statement 
all the relevant No characteristics has been 

iith a justification, including an assessment of any 
)alth from the use No of the device as intended by the 
.  probable risks of injury or illness from such USC 
"state of the art". The conclusions should 
lectives of the literature review have been met and 
:he evidence necessary to cover all relevant aspects 
ince* 
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Isider the claimed use- indications, contra-
ictions for use proposed. by the manufacturer. 

)n should be signed and dated by 

r.-itical evaluation of literature presented by the 

usions 

tether with the available pre clinical data, 
:ate compliance with the No essential requirements 
)rformance of. the device in question* 

in the demonstration of compliance with the relevant 
or in the demonstration of equivalence that need 

) means of a specifically designed clinical 
7 normal conditions of use? 
the device labelling substantiated by the clinical 

_th the pre-clinical data? 
:formed in a critical and objective manner? 

follow up-the notified body should check and review 
3t market clinical follow up plan: 
>resented an appropriate plan for post-market clinical 
appropriate guidance?  

lical follow up plan is presented, has this been 
)y the manufacturer?  
in adequate post-market surveillance system in place? 
:ommitted to inform the NB of 
) their clinical evaluation arising from PMS/PMCF? 
Making 

lation of clinical data submitted by 
)ther the manufacturer has adequatel  
1, the intended, characteristics and 
10 clinical aspects 

acturer 

rsis and estimated the undesirable 

  

of documented justification that 
)le when weighed against the No intended benefits 
fit/risk presented in the clinical 

:terisation of the clinical performance of the device 
facturer and the No expected benefits for the patient 
f identified. hazards to be addressed. through 
_ data 
)n of the associated risks for each identified hazard 

severity of the hazard;. 
:acterising the probability of 
(or health impairment or loss of benefit of the 

iith rationale) 
:ceptability of risks in relation to 
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