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Questions

France (Answerer:
Ms. Ginesty, Mr. Miiller-Welt)

1) For machines and equipment that will - In France, Machinery Directive (:MD)
be used or have been used in a user’s has already been brought into
worksites, does a public system or national legislations related to
scheme to perform validation to occupational safety and health and
evalugte the fzonfqrmity. Wi_th the national industrial standards.

9) Machinery DlTeCUV? exist 1n your Inspections of worksite are carried out
country? If the public system exists, based on those OSH laws and
which organization does a person who standards by labor inspectors.
performs this validation belong to?

- For specific engineering areas, (e.g.,
machinery, electric or chemical),
engineers of prevention are assigned
in each prefecture. They support the
inspectors and instruct the employers.

- In France, risk assessment is
mandatory and subjected to the labor
inspection.

3) What type of penalty would be enforced - Employers are punished based on the

for an enterprise that has used a
machine without performing validation?

OSH law. On the first accident, an
admonition would be delivered. If the
accident repeated, more severe
punishment (e.g., penalty of fines)
would be taken.

- For the occupational accidents,
criminal court, administrative court
and civil court are related. Labor court
is only related to job contracts.

- When an accident happens in a
factory, labor inspectors and polices
have to cooperate, e.g., they share the
evidences of the accident.




4) Is the validation performed only at the 50 For the enterprises which have 50 or
time of purchase or commissioning of 1 more employees, the labor inspectors
new machinery, or is it performed 1 visit for the inspection at least once a
continuously and regularly? If it is year. For the companies smaller than
performed regularly, what is the them, at least once in three years.
interval?
5) In the case that the validation has The use of machines is stopped
resulted in invalidity, is the use of the immediately.
machine immediately prohibited? Or, is )
a necessary corrective action requested If an accident happens due to the use
and the execution of the action of da}n.ger ma?hlne, insurance fees will
confirmed after several weeks? significantly increase.
6) In the validation, how level of contents First it is done by visual inspections,
CE are examined? (e.g., the existence of the and then measurements are carried
CE marks? or the conditions of risk out (e.g. safety distances, etc.), if
reduction based on the actual needed.
arrangement and usage of the
machine?)
7) For integrated production systems in IMS Usually, in order to assess safety of
which multiple machines are connected IMS, labor inspector does not attend
ENISO 11161 by conveyors or transfer machines (.e., at its commissioning. In some cases,
CE |IMS defined in EN ISO 11161), how IMS notified body does it.
level of contents are examined?
At this moment, there would be no
check list or no guideline for IMSs.
8) Is any checklist or operation procedure There is no official one.
other than EN standards used in the INRS

validation?

INRS publishes informative check
lists and guidelines.




EN How to inform the persons who perform EU Inspectors need to watch and read the
the validation at worksites about EN latest EN official journals.
standards which are frequently revised?
French ministry of labour helps social
stakeholders (especially,
representative of labor) in order for
(“Standardisation and French Public them to participate in standardisation
Authorities” ) works (see “Standardisation and
French Public Authorities”).

9) Are there any differences in the content There is no difference at all.
or level of validation or corrective step-by-step Corrective measures are taken
actions to be executed depending on the practically in step-by-step depending
company size? on the size of each enterprise.

10) Are there any public support systems for The states don’t support such budgets.
small enterprises to facilitate the Social insurance organization is
implementation of technological supporting such enterprises to
countermeasures to prevent introduce some safety measures. The
machinery-related accidents? support is similar to the support for

3 4 introduction of the facilities for
handicapped workers.
In some cases, the difference of
insurance fees would be 300 to 400%
between companies have many labor
accidents and few accidents.

11) 2006 Although the current Machinery The current MD does not apply to

2006 Directive was revised in 2006, are a machines produced before its issue

machine installed at the worksite before
2006 subjected to the validation? When
validation of the machine has resulted
in invalidity, is the use of the machine
immediately prohibited?

date.

It is the same for the second-hand
machine, but any modifications must
be checked whether it still complies
with CE mark of the time when the
machine was produced.




12)

EU

The Machinery Directive was
established to ensure the smooth
distribution of products. From the
viewpoint of preventing
machinery-related occupational
accidents, do you think there is any
point to be improved in the Machinery
Directive?

state of the art

- We think that MD is based on “state of

the art”.

The opinions and ideas of the users
are gathered through, e.g., the
meetings with notified bodies, etc.

13)

Other remarks

In France, there are several
university and organizations that
have education course to learn risk
assessment.

Recently, French ministry of
education starts an educational
system to teach safety and standard.

In France, the exam for the labor
inspector is very difficult. The
inspectors are required several
knowledge, therefore the exam
includes law, mechanical, electrical,
chemical, etc. After passing the exam,
they have 2 year training at a special
school in Lyon to study administration
and ergonomics, etc.




Questions

Germany

(Answerer: Dr. Neudorfer)

1)

2)

For machines and equipment that will
be used or have been used in a user’s
worksites, does a public system or
scheme to perform validation to
evaluate the conformity with the
Machinery Directive exist in your
country? If the public system exists,
which organization does a person who
performs this validation belong to?

EU
RAPEX
EU
GAA
BG TAB
2010 BG
GAA
GAA
GAA 1853
TOV
BG 1885
1900 TAB

EU member countries have to set
up the necessary domestic
legislation regarding market
surveillance in accordance with
Machinery Directive (:MD),
Germany also follows this.

By EU rapid alert system
(RAPEX), information of unsafe
machines reported by
administrative bodies and users
are shared in all member countries.

System of inspectors in Germany 1is
complicated. We have 1) Labour
inspectors of ministry of labour of
each federal state as a
superordinate entity, 2)
Government Trade Supervisory
Board (GAA) as a local executing
authority and 3) Technical
inspecting section (TAB) of BG.

Recently, BG has come to be
dedicated to insurance service
(especially after 2010), GAA takes
the central competence and role in
technical inspections concerning
the machinery (surveillance of
manufacturer and users of it). In
such a case that a purchased
machine is unsafe, employer should
consult an inspector of GAA.

GAA was established in 1853 (In
the early stage, Tiv supports GAA
in the technical field, because GAA




was organized by administrative
staffs.

BG was established in 1885 as a
statutory insurance association
(against liability for the
entrepreneur, against accident for
the worker), and then they started
technical supervising by TAB since
about 1900.

3)

What type of penalty would be
enforced for an enterprise that has
used a machine without performing
validation?

40

GAA

BG

39

GAA

Under the article 39
(administrative fine) and 40
(criminal offence) of product safety
act, manufacturers can be punished
by imprisonment of up to 1 year or
a fine (penalty).

Employers are subject to criminal
punishment or administrative
punishment based on Ordinance on
industrial safety and health.

Those judgments about
administrative fine are done by
GAA.

In case of a heavy accident
(negligent bodily injury) or fatality
(negligent homicide) caused by an
unsafe machinery prosecutor will
start criminal proceedings.

In such cases, BG receives a report
from GAA/Court and then,
depending on the situations, BG
decides to ask all expenses back
related to the insurance coverage of
this case (recourse).

4)

Is the validation performed only at the
time of purchase or commissioning of
new machinery, or is it performed

In accordance with Ordinance on
industrial safety and health which
1s 1dentical to Framework directive,




continuously and regularly? If it is
performed regularly, what is the
interval?

employers must check their
machine and equipment at
commissioning and during use.

The test interval is determined by
the employer in his own
responsibility while considering the
usage conditions of machine
following the recommendations or
specifications of the manufacturer
of the machinery.

If the user request, safety
authorities would attend at
commissioning but usually be not.

5) In the case that the validation has Case by case. When an accident
resulted in invalidity, is the use of the happens or violation of the low is
machine immediately‘ prohibited? Or, obvious, all corrective measures are
1s a necessary corrective action taken immediately. On the other
requested and the execution of the hand, when inappropriate point is
action confirmed after several weeks? found during inspection, the

inspector would admonish the
correction.

6) In the validation, how level of contents It is common that distinct defects

CE are examined? (e.g., the existence of detected by visual inspection.
the CE maI."ks? or the conditions of Measurements and practical tests
risk reduction based on the actual are not so often.
arrangement and usage of the L
machine?) Sprne organizations prepare check
lists.
7) For integrated production systems in IMS

ENISO 11161

CE

which multiple machines are
connected by conveyors or transfer
machines (i.e., IMS defined in EN ISO
11161), how level of contents are
examined?

A company which uses IMSs is
generally large-scale one, so it 1s
very often that they have their own
standards, checklist, procedural
manuals, etc.




8) Is any checklist or operation procedure EN Technical requirements come from
other than EN standards used in the BG EN standards.
validation?
Although BG often provides safety
guidelines, it is a basic that the
user makes his own list by himself.
EN How to inform the persons who EU EN By Official Journal of the EU with
perform the validation at worksites the List of EN-Standards.
about EN standards which are
frequently revised?
9 Are there any differences in the Basically, there is no difference.
content or level of validation or )
corrective actions to be executed In some cases, as a'pﬂgt modgl, a
depending on the company size? large-scale enterprise is required
many measures and activities.
For Japan and Germany, the
average of safety level is almost the
same, but the deviation in Japan is
greater than Germany.
10) Are there any public support systems No financial support is known
for small enterprises to facilitate the BG however BG provides education
implementation of technological supports mainly to SMEs which are
countermeasures to prevent free of charge.
machinery-related accidents? . .
If there is any problem in the
machine, the user should ask the
manufacturer or the safety
specialist and take
countermeasures immediately,
however it is difficult for SMEs.
11) 2006 Although the current Machinery The current MD does not apply to
2006 Directive was revised in 2006, are a machines produced before its issue
machine installed at the worksite date. Machine installed before 2006
before 2006 subjected to the BG must follows all requirements of
validation? When validation of the the “old” MD. Real old Machine
machine has resulted in invalidity, is 1 must follow the requirements of the

the use of the machine immediately

accident prevention prescriptions of




prohibited?

the BG and the Industrial Safety
Regulations from the year 2002. ..

However, legal requirements and
general minimum requirements
stated in Annex 1 of Ordinance on
industrial safety and health (which
1s almost same as Annex A of
Council directive concerning the
minimum safety and health
requirements for the use of work
equipment by workers at work)

have to be fulfilled.

12) EU The Machinery Directive was Although Type C standards are
establlshfed to ensure the smooth dealing with significant hazards on
distribution of products. From the each specific machine, many
V1eprlnt of preventing _ manufacturers overlook the
ma?hlnery-related qccupatmngl hazards which are not covered by
accidents, do you think there is any Type C standard but are subject in
point to be improved in the Machinery MD. Comprehensive risk
Directive? assessment is essential.

13) Other remarks

200

In my case, I had needed to be able
to do risk assessment for 4 years (2
years study and 2 years in-field
training) under 1 supervisor with
about 200 types of machines.

Validation of the results of risk
assessment require a lot of effort,
therefore, beneficial effects
obtained from it must be examined
well preliminary.

In Germany, “manipulation of the
safety measures” is the current big
problem. In order to analyze the
worker’s motives to do
manipulations, psychological
considerations would be needed in
the future.




The most danger situation is that,
when a major manufacturer is
bankrupt, the machine becomes to
be used without proper safety
knowledge and managements
supplied by the manufacturer.

From the viewpoint of varieties of
legislation system of occupational
safety and health, UK and Sweden
should be investigated next.




Questions

Switzerland
(Answerer: Mr. Bollier, Mr. Haas)

1)

2)

For machines and equipment that will
be used or have been used in a user’s
worksites, does a public system or
scheme to perform validation to
evaluate the conformity with the
Machinery Directive exist in your
country? If the public system exists,
which organization does a person who
performs this validation belong to?

Suva

Suva

Yes, there are several institutes,
but the most validations on
machines are done by the Suva. We
check both aspects: Safety for the
employees and the security of the
used machines.

The Suva. We have the legal order
for the enforcement of the product
safety and accident prevention law.

3)

What type of penalty would be
enforced for an enterprise that has
used a machine without performing
validation?

We first ask the company to prove
the conformity of the equipment.
Then we check the machine for no
conform items. And if there are any
no conform items we order them to
correct the deficiencies. We also
have the possibility to punish the
enterprise with fees.

4)

Is the validation performed only at the
time of purchase or commissioning of
new machinery, or is it performed
continuously and regularly? If it is
performed regularly, what is the
interval?

We do random sample inspections.

5)

In the case that the validation has
resulted in invalidity, is the use of the
machine immediately prohibited? Or,
1s a necessary corrective action
requested and the execution of the
action confirmed after several weeks?

Both is possible it depends on the
gravity of the invalidity.




6)

CE

In the validation, how level of contents
are examined? (e.g., the existence of
the CE marks? or the conditions of
risk reduction based on the actual
arrangement and usage of the
machine?)

We check the machines of obvious
defects. A form (Pro1290) helps to
inspector to lead him through the
examination.

7) For integrated production systems in |- It depends on the kind of machine.
which multiple machines are We first check the conformity of
ENISO 11161 connected by conveyors or transfer each single machine. If the total is
CE |machines (i.e., IMS defined in EN ISO according to the definition in the
11161_)7 how level of contents are Machinery Directive 2006/42/EG
examined? article 2, dash 4 we ask for a total
conformity document. If not, we
need the prove that the enterprise
has check the interfaces with a risk
analyze.
8) Is any checklist or operation procedure | - Yes. The form is not public.
other than EN standards used in the
validation?

EN How to inform t.he persons who ' - We collaborate with the national
perform the validation at worksites standard institute. They inform us
about EN stan.dards which are about changes in the standards. We
frequently revised? then spread the information to the

inspectors. We also kept them up to
date with internal training.
9) Are there any differences in the - No.
content or level of validation or
corrective actions to be executed
depending on the company size?
10) Are there any public support systems |-

for small enterprises to facilitate the
implementation of technological
countermeasures to prevent
machinery-related accidents?

There exist organization which
support the enterprises. They offer
industry sector solutions.




11)

2006
2006

Although the current Machinery
Directive was revised in 2006, are a
machine installed at the worksite
before 2006 subjected to the
validation? When validation of the
machine has resulted in invalidity, is
the use of the machine immediately
prohibited?

Yes, we basically do not depend the
inspection on the year of
manufacture. But we usually
prefer new machines for inspection.

12)

EU

The Machinery Directive was
established to ensure the smooth
distribution of products. From the
viewpoint of preventing
machinery-related occupational
accidents, do you think there is any
point to be improved in the Machinery
Directive?
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113 Vpeak 68 Vpeak 48 Vims
113 Vpeak 113 Vpeak 80 Vims
141 Vpeak 141 Vpeak 100 Vr,m.s
500 Vpeak
22
80Vrm.s 100Vrms 48Vrms 0.3
48Vim.s 80Vrm.s 48Vims 2




23 IEC

(a)
332 IEC 60974-1
a)
2m b)
c)
(b)
48V 48V
48V 80V 48V
2
(V) | 80v 100V 48V
0.3
30V
.5
V)
260Q 200Q
Test Method(s) No. of Replicates
No. Test Property ASTM SACMA per Batch
1 RESIN CONTENT D 3529, C 613,
D 5300, D3171 i e 3
2 | Volatile Content D 3530 --- 3
3 | Gel Time D 3532 RM 19 3
4 Resin Flow D 3531 RM 22 3
5 Fiber Areal Weight D 3776 RM 23, RM 24 3
6 | IR (Infrared Spectroscopy) E 1252, E 168 i 3
7 | HPLC (High Performance
Liquid Chromatography)* T RM 20 >
8 DSC (Differential
Sc ing Calorimetry) E 1356 RM 25 3

* Sections 5.5.1 and 5.5.2 of MIL-HDBK-17-1E describe detailed procedures that will be used when extracting resin
from prepreg and performing HPLC tests.
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No. of Replicates
Physical Property Test Procedure per B:tch

Fiber Volume ASTM D 3171 or D 2584° See note 3
Resin Content ASTM D 3171" or D 25842 See note 3
Void Content ASTM D 2734 See note 3
Cured Neat Resin Density ASTM D 792 See note 5
Glass Transition Temperature (dry”) SACMA RM 18 3
Glass Transition Temperature (wet’) SACMA RM 18 3

Notes:

1. Test method used for carbon or graphite materials.

2. Test method used for fiberglass materials.

3. At least one test shall be performed on each panel manufactured for qualification (see appendices A and B).

4. Test method may also be applied to carbon or graphite materials.

o oW

=

Data or neat resin sample should be provided by material supplier for each batch of material.
Dry specimens are as-fabricated specimens that have been maintained

environmentally controlled laboratory.
Wet specimens are humidity aged until an equilibrium moisture weight gain is achieved, per section 3.2.

at amhient conditions in an
at ambient conditions in an

26 Reduced Sampling

No. of Specimens Per
Figure Method Test Condition
No. Test Reference CTD! | RTD? | ETW?® | ETD?
9or 10 0° (warp) Tensile Strength | ASTM D 3039 1x4 | 3x4 | 3x4 | 1x4
0° (warp) Tensile Modulus,
9 or 10* Strength and Poisson’s ASTM D 3039 1x2 | 3x2 | 3x2 1.x2
Ratio
11 90° (fill) Tensile Strength ASTM D 3039 1x4 | 3x4 | 3x4 1x4
90° (fill) Tensile Modulus
*
11 andStrength ASTM D 3039 1x2 | 3x2 | 3x2 | 1x2
= -
12 0"\ (warp) Compreskive SACMASRM1 | 1x6 | 3x6 | 3x6 | 1x6
Strength
13* 4 (wargt) Compresdive SACMA SRM 1 1x2 | 3x2 | 3x2 | 1x2
Modulus
- -
14 90" (fill) Compressive SACMASRM1 | 1x6 | 3x6 | 3x6 | 1x6
Strength
5 -
15% S0Pl MoSmpeE SACMASRM1 | 1x2 | 3x2 | 3x2 | 1x2
Modulus
16 In-Plane Shear Strength ASTM D 5379 1x4 | 3x4 | 3x4 | 1x4
IN-PLANE SHEAR
16* MODULUS AND ASTM D 5379 1x2 | 322 | 3x2 1x2
STRENGTH
17 Short-Beam Shear ASTM D 2344 - 3x6 - =

* strain gages or extensometers used during testing

Notes:

1. Only one batch of material is required (test temperature = -65 =5°F, moisture content = as fabricated®).
2. Three batches of material are required (test temperature = 70 10°F, moisture content = as fabricated).
3. Three batches of material are required (test temperature = 180 £5°F, moisture content = per section 3.2).
4. Three batches of material are required (test temperature = 180 +5°F, moisture content = as fabricated®).
5

. Dry specimens are as-fabricated specimens that have been maintained at ambient conditions in an
environmentally controlled laboratory.



27 Robust Sampling

No. of Specimens Per
Figure Method : Test Elondlllot: :
No. Test Reference CID' | RTD? | ETW’ | ETD?
9or 10 | 0° (warp) Tensile Strength ASTM D 3039 1x7 | 5x7 | 5x7 |'1x7
9* OR | 0° (warp) Tensile Modulus,
10% Strength and Poissan’s Ratio ASTM D 3039 1x4 | 5x4 | 5x4 1x4
11 90° (fill) Tensile Strength ASTM D 3039 1x7 5x7 SxT Lx7
11* 0" (oll) Tensdle Modulusand | pornvinyagay | 1x4. | 524 | 524 | 1%4
Strength
12 0° (warp) Compressive Strength | SACMASRM 1 | 1x11 | 5x11 [ 5x11 | 1x11
13% 0" (warp) Compressive SACMASERM ! | 1x4 | 5x4 | sx4 | 1x4
Modulus
14 90° (fill) Compressive Strength | SACMASRM 1 | 1x11 [ 5x11|5x11 [ 1x11
15* 90° (fill) Compressive Modulus | SACMASRM 1 | 1x4 | 5x4 | 5x4 | 1x4
16 In-Plane Shear Strength ASTM D 5379 lx7 | $x7 | Sx7 | 1x7
v | EFmeSharModduskad | iomunsane | ied | Sed | S |14
DLICLIE!.II
17 Short-Beam Shear ASTM D 2344 -- 5x11 - --

* strain gages or extensometers used during testing

Notes:

1. Only one batch of material is required (test temperature = -65 =5°F, moisture content = as fabricated”).
2. Five batches of material are required (test temperature = 70 =10°F, moisture content = as fabricated®).
3. Five batches of material are required (test temperature = 180 +5°F, moisture content = per section 3.2).
4. Five batches of material are required (test temperature = 180 +5°F, moisture content = as fabricated™).
5

. Dry specimens are as-fabricated specimens that have been maintained at ambient conditions in an
environmentally controlled laboratory.

28

Test Temp. Number of
Fluid Type Test Method (°F) Exposure’ Replicates
Jet Fuel JP-4 ASTM D5379° 180 See note 4 5
Hydraulic Fluid ASTM D5379° 180 See note 5 5
Solvent ASTM D5379° |  Ambient See note 5 5
Notes:
1. Soaking in fluid at ambient temperature (immersion)
2. Only a single batch of material is required
3. Shear strength only
4. Exposure duration = 500 hours £50 hours
5. Exposure duration = 60 to 90 minutes
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State the
Argument

g

Establish Claims
which combine to
support the argument
that the system is
adequately safe

Gather Evidence
to confirm or deny the
claims

{1l

Independent

Review
of claims and evidence

Risk Acceptance
Decision
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