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"requirement”
Automatic alarm

Id ="001"

Text = "The radio-alarm must
ensure the user is woken up
automatically at the desired
time with the radio or a buzzer”

T
|

"deriveReqgt"

1
"requirement”
Time management

Id ="003"
Text = "The user must be able
to adjust the hours and

minutes for the current time
and the alarm time"

"requirement”
Radio management

Id ="002"

Text = "The user must be
able to change the radio
station and radio volume”

—

"requirement"”
Radio station management
Id ="005"
Text = "The user must
be able to change the
radio station”

LE

"refine” |

"physicalRequirement”
Radio frequencies

Id ="008"

Text = "The frequency ranges
held are: MW = 530-1600 kHz;
FM = 88-108 MHz"

"requirement”

Radio velume management|

Id = "006"

Text = "The user must
be able to change the
radio volume”
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"constraint" "constraint" "block”
Ohm's Law Joule Effect Radio-alarm
constraint constraint values
{V=RI} {P=VI} {V=RI}
parameters parameters parameters
voltage : Volt voltage : Volt voltage : Volt
resistance : Ohm power : Joule resistance : Ohm
current : Ampere current : Ampere

dissipation : Joule

constraints
: Ohm's Law
- Joule Effect
4 < *)
== = #E = % -
# E *% 6
A = = " E
resistance:Chm
{V=RI} {P=VlorP=R%}
L
current: Ampere current:Ampere
5 < ;2 *)
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Textual AADL
thread data_processing
features
raw_speed: in data port;
speed_out: out data port;
Properties
Period => 20 ms;
end data_processing;
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device brake_pedal
features
break_event: out event data port float_typ;
flow
Flow1: flow source break_event;
end brake_pedal;

system cruise_control
features
break_event: in event data port;
throttle_setting: out data port float_typ;
flow
break_flow: flow path break_event -> throttle_setting;
end cruise_control;

device throttle_actuator
features
throttle_setting: in data port float_typ;
flow
Flow1: flow sink throttle_setting;
end throttle_actuator;
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Best Practice Approach to Undertaking Research Projects using Personal Data:

Can anonymised data be
used to achieve the aims of
the proposed project?

Yes/MNa?

Yes — Proceed with proposed
project nsing data anonymised
by the data controller without
requiring consent.

Yes — Proceed with proposed project
ensuring that the key to a person’s
identi retained by the data
controller only and not revealed to
third parties.

Yes — Is this consent valid
(specific enough) to cover this
particular research proposal?
Yes/MNa?

A

Yes — Proceed with research
project (subject to adequate

safegunards being in place in
relation to security etc).

+

No — Can psendonymised
data be used instead with
appropriate safeguards?

Yes/MNao?

h

No — Patient consent is

normally reguired.

h

Has consent for research
purposes been secured in

relation to the files

previously? Yes/MNo?

l

No — Specific, informed,

freely given consent must be

captured from individuals by

the data controller.

h

Once valid consent 1s in place. the

research project can proceed
(subject to adequate safeguards

being in place in relation to

security etc).
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Architecture Description
FEA Referance Models
Segment and Solution Architectures
Mission and Business Processes
Information System Boundaries

Repeaat as necessany
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Step &
MONITOR
Security State

5P 80037 ! BOO-32A

ORGAMZATIONAL VIEW

Risk Executive Function

Starting
Point

Step 1
CATEGORIZE
Information Systems

FIPS 1997 5P 800-60

RISK
MANAGEMENT
FRAMEWORK

Security Life Cycle

Step 4
ASSESS
Security Controls

5P B0O-33A

Senurty Assesman Repon

Organizational Inputs
Laws, Directives, Policy Guidanca
Strategic Goals and Objectives
Priorities and Resource Availability
Supply Chain Considerations

=

Step 2
SELECT
Security Controls

FIPS 200/ SP 800-33

Step 3
IMPLEMEMNT
- Security Confrols
5P B00-T0
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Step 1 : Identify EU-Dir

Step 2: Meet Essential Requirements

Step 3 b: Choose Conformity Assessment Procedure

Step 4 : Prepare CE Marking Technical File/ Design Dossier

Step 5 : Appoint a European Authorized Representative

Step 6: Have Notified Body Audit

Step 7 : Register Device with Competent Authorities

Step 8 : Prepare EC Declaration of Conformity

Step 9: Affix CE Marking to the Device

5 &
(5.)= (50) =(54) =( 55) =(%665(%6 )

( '& 2! E4%
6 = : = + +
+
+ ")()66 C + 1 3N"™
+ + 6C -
+ "N?M6 C 8C& +
G C+ +
+ ")IB)66 C + =
G = +
( & 2" 1B
: + 6C # +
E A8 + ") 1B)66
G
& T HI2
E G
6 = %
G = # = =
% + E
+
N "1O

- ==+ 6 +
@]
18&3 N'O
+ 6C -
+ 183 N'O
+ 6C -
G
+ o+
#
= # E
# + # C
%
E %

medolution

%



N

medolution
+$D %*4.>6 & & 8 & @
18% ('B" Q 3N"BO#N'(0O Q =
G # = = #
= G + 8 = #Q
G # = #
# = + = = E #
= +
+$D *53>6 & &' 2
18% ("? "?# + "?C'C'3 : == -
G = = E
G # = +
# + %
8% ("? K - + L G -
+ : - E E
+ G # == # = -
+ 0606 & > 660 & @ & >C @ #
> : G
= + #
# = : +
E + = = N 'BO 9
62* '( "™ C + E C E C = :
E + CcC C
+ 8 G + =
E 8 E + + =
E Q - - -
= # % E +
E =
E N"BO# N *O
"# % ; (5)
2 F =
5 2 + F =
+ F =
= E G # +
+ + +
= + N'?20
+ G E =
8 G #E G == +
8 + #E + +



medolution

6+ _
+
( 4 #E
B 5
= + N'?0
() e % ! | !
+ # -
= 6 + = + -
E =
% ND(D=04"! % 2
+ ")()eD4 + N™O-= + A ) £
( E: + == = )
o A8l +
"H#or 2 (50)
16 "% % &
8 HE
81 3 — — 1 E 3%
81 3 # -
88 # +
88 + # m
888 —r
+ - # =
-7 + - s#8# 8 1
*  E3
I Is. and Im
Annex VII
EC Declaration of
Conformity
Annex IV Annex VI
Produect
EC Verification Ailllli:::?ce
6 . =$=$-(5)

B( "



+ - 88

888

Devices of Class
IIa

Annex IT
Full Quality
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Annex IT1
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