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Summary Record of the Proceedings
1. Welcome and apologies
The Chair, Piotr Sosnowski, welcomed the 30 participants to the 11th Meeting of the
Committee f or Risk Assessment Working Group on Applications f or Authorisation. He
inf ormed them that sections of the meeting would also be chaired by Thier r y Nicot
and by Johanna Peltola-Thies, the Deputy Chair of RAC.
The Chair summarised the members contribution to the RAC consultations o n the
draf t opinions prior to the working group meeting.
He reminded all that the working group will be requested to adopt its repor t at the
end of the meeting.
2. Adoption of the Agenda
The Chair introduced the agenda f or the meeting (RAC WG/A/11/2022), which w as
adopted unchanged and is attached to this Report as Annex II.
3. Declarations of conflicts of interests to the Agenda
The Chair requested all participants to declare any potential conflicts of inter est to
any of the agenda items. One participant of the meeting declared a potential conf lict
of interest on cases scheduled f or the discussion (see also Annex IV to this Report).
The Chairs all declared that they had no potential interests related to any of the
agenda points of the meeting.
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4. Authorisation applications
The recommendations by the working group on Draft opinions on 9 AF A cases 10
uses and 2 RRs on 2 uses considered at this meeting are listed in Annex I.
5. AOB
AfA horizontal issues:
The Secretariat inf ormed the working group about applications f or authorisation and
review reports, which are expected to be received in 2022 and in 2023.
The Secretariat inf ormed the group about the outcome of the RAC consultation on
the technical guidance (‘Lines to take’) document. In addition, the Secretariat
presented the actions taken to address the comments received f rom RAC mem bers
and representatives of the European Commission.
6. Adoption of the report of the working group
Bef ore the Chair Johanna Peltola-Thies thanked the participants and closed the
meeting, the working group adopted its report of the 11th Meeting, r equesting the
Secretariat to make any necessary editorial changes.

Annex I

Working group Recommendations

Annex II

Agenda of the 11th meeting

Annex III

List of participants of the 11th Meeting of the Committee for
Risk Assessment Working Group on Applications for
Authorisation

Annex IV

Declarations of potential conflicts of interest
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Annex I
Working group recommendations
Abbreviations used
4-NPnEO
4-Nonylphenol, branched and linear, ethoxylated
4-tert-OPnEO 4-(1,1,3,3-tetramethylbutyl)phenol, ethoxylated
CA
chromic acid
CT
chromium (VI) trioxide
DtC
dichromium tris(chromate)
ERC
environmental release category
ES
exposure scenario
HvE
Humans via environment
LEV
local exhaust ventilation
MOCA
2,2'-Dichloro-4,4'-methylenedianiline
OC
operational condition
PBT
persistent, bioaccumulative and toxic
PPE
personal protective equipment
RMM
risk management measure
RPE
respiratory protective equipment
RR
review report
SD
sodium dichromate
STP
sewage treatment plant
TCE
trichloroethylene
WWTP
wastewater treatment plant
vPvB
very persistent, very bioaccumulative

Summary of the recommendation

Action Points

1. 242_RR1_TCE_Microporous (1 use)

Use1: Trichloroethylene used as extr ac tion sol vent i n
the manufacture of polyethylene separators for leadacid batteries.
The Working Group proposed to add to the m onitor ing
arrangements details f or biomonitoring sampling
campaigns.
The Working Group supported the draf t opinion as
proposed by the Rapporteur.

Rapporteur together
with SECR to edit the
draf t opinion according
to the discussion of the
working group.
SECR to schedule the
draf t opinion f or
agreement at the RAC61 plenary meeting via
the A-listing procedure.

The working group recommends to RAC that the
operational conditions and risk management m easur es
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described in the review report are appropriate and
ef f ective in limiting the risk, provided that they are
implemented and adhered to.
The recommendations f or the review report are
expected to allow RAC to evaluate a possible review
report efficiently.
The working group supported:
Section 7: no additional conditions f or the authorisation
Section 8: monitoring arrangements f or the
authorisation
1. The authorisation holder shall implement a
continuous monitoring of TCE workplace
concentrations in the extraction units and shall
continue to perf orm a continuous m o nitor ing of
TCE workplace concentrations in the pr oductio n
and f inishing areas and conduct an annual
monitoring programme of occupational exposure
f or trichloroethylene of workers, directly or
indirectly involved in the production of
polyethylene separators f or lead-acid batteries ,
using a suf f iciently sensitive analytical method
f or inhalation exposure measurement and f or
biomonitoring. Those programmes shall be based
on relevant standard methodologies or protocols,
comprise both static and personal inhalation
exposure sampling, include detailed contextual
inf ormation on the tasks performed, the duration
of monitoring, the OCs and RMMs in place and be
representative of:
o the range of tasks undertaken within all
worker contributing scenarios identif ied
where exposure to trichloroethylene is
possible,
including
tasks
involving
maintenance tasks;
o the OCs and RMMs typical f or each of these
tasks;
o the number of workers potentially exposed,
including workers not directly using the
substance.
2. The authorisation holder shall maintain the
continuous TCE measurements in exhaust air
using a suf f iciently sensitive analytical method
and the continuous measurement of exhaust air
volume f low of the active carbon plant chim ney ,
to obtain a more accurate statement about the
air emission.
3. The inf ormation gathered via the measurements
ref erred to in paragraphs 1 and 2, as well as
related contextual inf ormation, shall be used by
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the authorisation holder to conf irm the
ef f ectiveness of OCs and RMMs and to review
regularly the ef fectiveness of OCs and RMMs in
place and to introduce measures to f urther
reduce workplace exposure, respectively air
emissions to TCE, to as low a level as technically
and practically f easible.
4. The
inf ormation
f rom
the
monitoring
programmes referred to in paragr aphs 1 and 2,
including the contextual inf ormation associated
with each set of measurements as well as the
outcome and conclusions of the review and any
action taken in accordance with paragraph 3,
shall be documented, maintained and be made
available by the authorisation holder, upon
request, to the competent authority, and
included in any subsequent authorisation r eview
report.
5. The authorisation holders may reduce the
f requency of measurements, once they can
demonstrate to the competent authority of the
Member State where the use takes place, that
exposure of humans has been reduced to as low
a level as technically and practically possible and
that the risk management measures and
operational conditions corresponding to the
specif ic exposure scenarios developed in the
chemical saf ety report f unction appropriately.
6. Where the f requency of a monitoring programme
has been reduced in accordance with par agr aph
5, any subsequent changes to the operational
conditions or risk management measures that
may af fect the exposure of w orkers at each of
the sites where the use takes place shall be
documented. The authorisation holders shall
assess the impact of such changes by monitoring
to demonstrate that exposure of workers
continues to be reduced to as low a level as
technically and practically possible.
Section 9: recommendation f or the review report.
The results of the measurements r ef er red to in
section 8, as well as the outcome and
conclusions of the review and any actions take n
in accordance with section 8, should be
documented and included in any subsequent
review report.
The RAC-AFA working group recommended that the
Draf t opinion is suitable f or consideration via the Alisting procedure.
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2. 243_RR1_TCE_DOMO

Use1: Industrial use as an extraction solvent for the
purification of caprolactam from caprolactam oil.
The Working Group discussed a f ew elements in the
monitoring arrangements part of the draft opinion.
The Working Group supported the draf t opinion as
proposed by the Rapporteurs.
The Working Group recommends to RAC the operational
conditions and risk management measures described in
the review report are appropriate and ef f ective in
limiting the risk, provided that they are adhered to. The
proposed additional conditions f or the authorisation ar e
expected to strengthen this conclusion.

Rapporteurs together
with SECR to edit the
draf t opinion according
to the discussion of the
working group.
SECR to schedule the
draf t opinion f or
agreement at the RAC61 plenary meeting via
the A-listing procedure.

The proposed monitoring arrangements f or the
authorisation are expected to provide reliable f urther
inf ormation on the ef f ectiveness of operational
conditions and risk management measures implemented
as a result of additional conditions and on associated
trends in exposure and releases during the review
period. This inf ormation should also be included in a
possible review report.
The recommendations f or the review report are
expected to allow RAC to evaluate a possible review
report efficiently.
The working group proposed:
Section 7: additional conditions f or the authorisation
1. The authorisation holder shall implement the OCs
and RMMs as planned, f or example the extension
of the vent system with integration of a vessel and
a separation tube, to seal the system and prevent
the TCE emissions.
2. The authorisation holder shall carry out and
document a f easibility study to f urther limit
f ugitive emissions.
Section 8: monitoring arrangements f or the
authorisation
1. The authorisation holder shall continue to conduct
regular occupational exposure measurements
relating to the use of TCE described in this re view
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report.
(a) Occupational inhalation exposure monitoring
programmes, which shall:
(i) take place at least annually. The f requency of
the measurements should be suf f icient to
capture any potential increase in exposure of
workers to trichloroethylene.;
(ii) be based on relevant standard methodologies
or protocols;
(iii) ensure a suf f iciently low limit of
quantif ication;
(iv) comprise personal and/or static inhalation
exposure sampling;
(v) be representative of:
a. the f ull range and duration of tasks
undertaken
where
exposure
to
trichloroethylene
is
possible,
i.e.
including production and maintenance
workers;
b. the OCs and RMMs typical f or each of
these tasks;
c. the number of workers potentially
exposed;
(vi) include contextual inf ormation about the
tasks performed during sampling.
(b) Environmental releases:
(i)
the authorisation holder shall continue
conducting their monitoring programme for
TCE emission to air and wastewater
monitoring
bef ore
discharging
the
wastewater to the WWTP;
(ii) the authorisation holder shall conduct air
emission measurements at least annually
or more f requently f ollowing any possible
changes in the process;
(iii) the monitoring programmes f or wastewater
and air emissions shall:
a. be based on relevant standard
methodologies or protocols; and
b. be representative of the OCs and RMMs
used at the authorisation holder’s site.
2. The authorisation holder shall use the
inf ormation gathered via the measurements
ref erred to in Section 8.1 including the
contextual inf ormation to review annually the
ef fectiveness of the risk management m easures
and operational conditions and to introduce
measures to reduce worker's exposure to
trichloroethylene as well as emissions to the
environment to as low a level as technically and
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practically f easible.
3. The authorisation holder shall also review and, if
needed, update their assessment of the
combined exposure f or the dif f erent groups of
workers.
4. The authorisation holder shall ensure that the
application of RMMs at their site is in accordance
with the hierarchy of control principles.
5. The
inf ormation
f rom
the
monitoring
programmes referred to in paragraph 1, including
the contextual inf ormation associated w ith each
set of measurements as well as the outcome and
conclusions of the review and any action taken in
accordance with paragraph 2, shall be
documented, maintained and be made available
by the authorisation holder, upon request, to the
competent national authority of the Member
State where the authorised use will take place.
6. The authorisation holders may reduce the
f requency of measurements, once they can
demonstrate to the competent authority of the
Member State where the use takes place, that
exposure of humans has been reduced to as low
a level as technically and practically possible and
that the risk management measures and
operational conditions corresponding to the
specif ic exposure scenarios developed in the
chemical saf ety report f unction appropriately.
7. Where the f requency of a monitoring programme
has been reduced in accordance with par a gr aph
6, any subsequent changes to the operational
conditions or risk management measures that
may af fect the exposure of w orkers at each of
the sites where the use takes place shall be
documented. The authorisation holder shall
assess the impact of such changes by monitoring
to demonstrate that exposure of workers
continues to be reduced to as low a level as
technically and practically possible.
8. The authorisation holder shall continue their
existing biomonitoring programme f or the
workers potentially exposed to trichloroethylene.
Section 9: recommendations f or the review report.
The authorisation holder should document - in a
potential f urther review report - the results of the
monitoring programs and the optimisation of RMMs
and OCs carried out in order to minimise the TCE
emissions.
The working group recommended that the draf t opinion
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is suitable f or consideration via the A-listing procedure.

3. 244_CT_Cromaplast (2 uses)

Use1: Industrial use of CrO3 in the pre-treatment (etch)
in the chrome plating process of automotive plastic
components.
Use2: Industrial use of CrO3 in the chrome plating of
automotive plastic components.

Rapporteur together
with SECR to edit the
draf t opinion according
to the discussion of the
working group.

The working group supported of the Draf t opinion as
proposed by the Rapporteur.

SECR to schedule the
draf t
opinion
f or
agreement at the RACThe working group discussed wording of the additiona l 61 plenary meeting via
conditions f or the authorisation. The Rapporteur will the A-listing procedure.
adjust the wording accordingly and provide additional
justif ication.
The Rapporteur will correct parts of the draf t opinion
concerning the reduction f actor of 97% f or
transf ormation of Cr(VI) to Cr(III) in line with the Lines
to take document.
The working group recommends to RAC that the
operational conditions and risk management m easur es
described in the application are appropriate and
ef f ective in limiting the risk, provided that they are
adhered to. The proposed additional conditions f or the
authorisation are expected to strengthen this
conclusion.
The proposed monitoring arrangements f or the
authorisation are expected to provide reliable f urther
inf ormation on the ef f ectiveness of operational
conditions and risk management measures implemented
and on trends in exposure and releases during the
review period. This inf ormation should also be included
in a possible review report.
The recommendations f or the review report are
expected to allow RAC to evaluate a possible review
report efficiently.
The working group proposed:
Section7: additional conditions f or the authorisation
The applicant shall carry out and document a detailed
f easibility study on:
a) the substitution of solid CrO3 f lakes by liquid
CrO3 to f urther limit exposure
b) the implementation of a closed automatic system
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with liquid CrO3 solution to perf orm concentration
adjustment of the chromium baths
c) the implementation of an automatic system f or
drawing samples at the Line A1A2
d) the implementation of an automatic system to
replace the manual tasks of skimming the
etching baths and stirring the baths
e) the coverage of the baths of the A1A2 line as in
the new plating line (Line 2004).
The f easibility study shall be concluded within 12
months of the granting of an authorisation f or this
use. Relevant actions must be implemented
accordingly during the review period
Section 8: monitoring arrangements f or the
authorisation
1. The applicant shall continue their yearly
monitoring
programmes
f or
Cr(VI)
and
considering the f ollowing:
a. Occupational inhalation exposure monitoring
programmes, which shall:
i. be conducted at least annually. The
f requency of the measurements should be
suf ficient to capture any potential incr ease
in exposure of workers to Cr(VI);
ii. be
based
on
relevant
standard
methodologies or protocols;
iii. ensure a suf f iciently low limit of
quantif ication;
iv. comprise personal and / or static inhalation
exposure sampling;
v. be representative of :
a. the f ull range and duration of tasks
undertaken where exposure to Cr(IV) is
possible;
b. the OCs and RMMs typical f or each of
these tasks;
c. the number of workers potentially
exposed;
vi. include contextual inf ormation about the
tasks performed during sampling;
b. Environmental releases:
i. the applicant shall continue conducting their
yearly monitoring programme f or Cr(VI)
emission to wastewater and air;
ii. the applicant shall conduct air emission
measurements more f requently f ollowing
any possible changes in the process;
iii. the monitoring programmes f or wastewater
and air emissions shall:
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a.

2.

3.

4.

5.

6.

be based on relevant standard
methodologies or protocols; and
b. be representative of the OCs and RMMs
used at the applicant’s site.
The inf ormation gathered via the m easur ements
ref erred to in paragraphs 1 and related contextual
inf ormation shall be used annually by the
applicant to conf irm the ef fectiveness of the RMMs
and OCs in place and, if needed, to introduce
measures to f urther reduce workplace exposure to
Cr(VI) and emissions to the environment to as low
a level as technically and practically f easible.
While doing so, the applicant shall also review
and, if needed, update their assessment of the
combined exposure f or the dif f erent groups of
workers.
The applicant shall use the monitoring results to
f urther ensure that the application of RMMs at
their site is in accordance with the hierarchy of
control principles.
The inf ormation from the monitoring programmes
ref erred to in paragraph 1, including the
contextual inf ormation associated with each set of
measurements as well as the outcome and
conclusions of the review and any action ta k en in
accordance with paragraph 2, shall be
documented, maintained, and made available by
the applicant, upon request, to the competent
national authority of the Member State wher e the
authorised use will take place.
The authorisation holder may reduce the
f requency of measurements, once they can
demonstrate to the competent authority of the
Member State where the use takes place, that
exposure of humans has been reduced to as low a
level as technically and practically possible and
that the risk management measures and
operational conditions corresponding to the
specif ic exposure scenarios developed in the
chemical saf ety report f unction appropriately
Where the f requency of a monitoring pr ogr amme
has been reduced in accordance with paragraph 5,
any subsequent changes to the operational
conditions or risk management measures that
may af fect the exposure of workers at each of the
sites where the use takes place shall be
documented. The authorisation holders shall
assess the impact of such changes by monitor ing
to demonstrate that exposure of workers
continues to be reduced to as low a level as
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technically and practically possible.
7. The applicant shall continue their existing annual
biomonitoring programme f or the workers
potentially exposed to Cr(VI).
Section 9: recommendations f or the review report
The results of the f easibility studies as mentioned in
Section 7 and the monitoring programmes r ef er red
to in section 8.1 paragraph 1(a) and in section 8.1
paragraph 1(b), as well as the outcome and
conclusions of the review and any actions taken in
accordance with section 8.1 paragraph 2, shall be
documented and included in any subsequent
authorisation review report.
The working group recommended that the Draf t opinion
is suitable f or consideration via the A-listing procedure.

4. 245_CT_Newform

Use1: Electroplating of different types of substrates
using Chromium Trioxide to achieve functional sur face s
with high durability and a bright or matt silvery
appearance for sanitary applications.
The working group supported the main conclusions
(sections 1, 2 and 3 agreed) of the Draf t opinion as
proposed by the Rapporteur.
The working group discussed:
- concerns related to the activities on the m anual
plating line (WCS 3) with its f ully open chromium
baths and its process of hand dipping of pieces to
be plated,
- concerns related to separation of the plating lines
f rom the loading and unloading area,
- disposal of suits af ter the concentration
adjustments,
- the rapporteur proposal to set an authorisation
condition to stop immediately the use of the
manual plating line,
- request to continue biomonitoring and r egular ly
review the biomonitoring data
- alternatively, to consider the possible wording f or
a negative opinion without any conditions f or
manual plating.

Rapporteur together
with SECR to revise
the draf t opinion
according to the
discussion and
recommendation by the
working group.
SECR to schedule the
draf t opinion f or
discussion and
agreement at the RAC61 plenary meeting.
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The working group recommends to RAC that the
operational conditions and risk management m easur es
described in the application are not appropriate and
ef f ective in limiting the risk. [Note: depending on the
outcome of section 7: The proposed additional
conditions f or the authorisation are expected to result in
operational conditions and risk management m easur es
that are appropriate and ef f ective in limiting the risk,
provided that they are implemented and adhered to.]
[The proposed monitoring arrangements f or the
authorisation are expected to provide reliable f urther
inf ormation on the ef f ectiveness of operational
conditions and risk management measures implemented
as a result of additional conditions and on associated
trends in exposure during the review period. This
inf ormation should also be included in a possible rev iew
report.]
[The recommendations f or the review report are
expected to allow RAC to evaluate a possible review
report efficiently.]
The working group requested the rapporteur to r evise
the wording of sections 7 and 8.
The working group recommended that the Draf t opinion
should be f ully discussed at the RAC plenary.

5. 246_MOCA_Courbis (1 use)

Use1:
Industrial
use
of
2,2'-Dichloro-4,4'methylenedianiline (MOCA) in the manufacture of hot
cast polyurethane products.

Rapporteur together
with SECR to edit the
draf t opinion according
to the discussion of the
The Secretariat noted that the RAC (2017) opinion on working group.
the ReachLaw Ltd. upstream
application f or
authorisation concerning MOCA had provided a clear set SECR to schedule the
of minimum OC and RMM conditions.
draf t opinion f or
agreement at the RACThe working group supported the Draf t opinion as 61 plenary meeting.
proposed by the Rapporteur.
The working group discussed:
- the potential impact of the tonnage used related
to the exposure,
- the need f or clarification in section 1 of the dr af t
opinion conditions of the previous authorisation,
- the need f or proper communication between
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sites.
The working group recommends to RAC that the
operational conditions and risk management m easur es
described in the application are not appropriate and
ef f ective in limiting the risk. The proposed additional
conditions f or the authorisation are expected to result in
operational conditions and risk management m e asur es
that are appropriate and ef f ective in limiting the risk,
provided that they are implemented and adhered to.
The proposed monitoring arrangements f or the
authorisation are expected to provide reliable f urther
inf ormation on the ef f ectiveness of operational
conditions and risk management measures implemented
as a result of additional conditions and on associated
trends in exposure and releases during the review
period. This inf ormation should also be included in a
possible review report.
The recommendations f or the review report are
expected to allow RAC to evaluate a possible review
report efficiently.
The working group supported:
Section 7: additional conditions f or the authorisation
RAC considers that the RMMs currently in place in the
dif f erent sites are not in line with the principles of
hierarchy of controls and are not appropriate and
ef fective in limiting the risks.
1. Therefore, the applicant shall put in place, in all
sites, the f ollowing RMMs:
Engineering measures
a) Glove boxes implemented f or loading MOCA to
all casting machines (this recommendation is
f or sites F and G);
b) LEV in place in all the casting benches (this
recommendation is f or sites G, H and J).
c) Curing should be done in closed ovens with
suitable exhaust ventilation located inside the
oven. The ovens should only be possible to
open af ter the vapours being completely
exhausted (this recommendation is f or sites
B, F, J and K).
d) In WCS 6 (Pouring of PU mixture to moulds in
partially open system) all the sites should
have LEV in place during casting step.
e) To control air emissions, suitable f ilters or
other air abatement techniques need to be
implemented in all the sites.
Organizational Measures
a) A regular cleaning and maintenance pr ogram
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of the glove boxes, including the structural
integrity of the gloves shall be implemented to
eliminate the potential f or dermal exposure.
b) An adequate maintenance program of all the
LEV systems in place and also f or the ones to
be installed;
c) Workers perform the sealing test of their RPE
bef ore taking on relevant tasks and are
trained to perf orm this test adequately;
d) All sites should have a program to guar ant ee
that all the working clothes are disposable or
cleaned af ter a working day;
e) Workers rotation to reduce biomonitoring
levels should be eliminated at all the sites.
Personal Protective Equipment (RPE)
The use of RPE should be considered as the last
resort in the hierarchy of controls. Other
preventive and protective measures should be
considered f irst, such as closed systems whenever
possible, automating the process and/or by the
use of engineering controls such as LEV. However,
while the engineering measures listed are not f ully
in place and their ef ficacy not yet evaluated, RPE
should be considered as a provisional measur e to
protect workers. Therefore, w orker s should use
RPE:
a) Near the casting benches until an appropriate
LEV system is implemented;
b) During curing or when opening the ovens
af ter the curing process until all sites have
installed closed ovens with suitable exhaust
ventilation located inside;
c) During the casting step in the sites that still
do not have LEV systems in place.
2. The applicant shall carry out and document a
f easibility study on substituting the sem i-closed
mixing chamber by a closed chamber in site D
since this situation might result in workers
exposure. The f easibility study shall be
concluded within 12 months of the granting of an
authorisation f or this use. Any relevant action
shall be implemented accordingly during the
review period.
Section 8: monitoring arrangements f or the
authorisation
1. To have a detailed overview of the exposure to
MOCA at the dif f erent sites and workplaces the
applicant shall implement a complementary
monitoring programme, using simultaneously
dif f erent exposure assessment methods that ar e
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describe below:
a) Biomonitoring:
(i) Exposure of all workers wor king w ithin the
premises in which MOCA is used shall be
f ollowed by twice yearly biomonitoring
programmes, in which urinary total MOCA
levels are measured f rom urinary samples
collected on the Friday af ternoon after the work
week. If urinary levels are repeatedly low
(below LoD using sensitive biomonitoring
methods) f requency of monitoring may be
reduced to once per year. The applicant should
also provide contextual inf ormation that allow s
connecting the data with each WCS, RMMs in
place and changes in the process (e.g. increase
of the volume used).
b) Air monitoring f or occupational exposure:
The applicant shall continue their monitoring
programmes for MOCA exposure, which shall:
(i) be conducted at least annually f or the
workers exposed to MOCA. Should
circumstances change, the f requency of the
measurements should be increased to
capture any potential increase in expos ur e
due, f or instance, to the f oreseen incr ease
of the volume used;
(ii)
be
based
on
relevant
standard
methodologies or protocols ensuring a
suf ficiently low limit of quantif ication;
(iii) comprise personal and / or static inhalation
exposure sampling;
(iv) be representative of:
a. the range of tasks undertaken where
exposure to MOCA is possible;
b. the OCs and RMMs typical f or each of
these tasks;
c. the number of workers potentially
exposed;
(v) include contextual inf ormation about the
tasks performed during sampling.
c) Surf ace contamination monitoring:
(i) Surf ace measurements of
surf ace
contamination shall continue to be conducted at
least twice per year in all sites in order to
identif y exposure sources and prevent exposure
via the contaminated surf aces. This is
especially important when biomonitoring show s
measurable (above LoD) urinary MOCA levels
but not limited to this criteria since the data
provided should be used to take actions and
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prevent exposure. Surface monitoring shall be
targeted to surf aces located in workplaces w ith
highest potential f or dust f ormation and with
higher f requency f or hands contact.
d) Environmental releases
(i) the applicant shall conduct air emission
measurements in all the sites at least
yearly, particularly if changes in the
process justifies;
(ii) the monitoring programmes f or air
emissions shall:
a. be
based
on
relevant
standard
methodologies or protocols; and
b. be representative of the OCs and RMMs
used at the applicant´s sites.
(iii) include contextual inf ormation about the
RMMs and the process conditions in place
when measurements were done.
2. The inf ormation gathered in the monitoring
campaigns shall be used by the applicant to
review and improve the RMMs and OCs to f urther
reduce workers’ exposure to MOCA. The
outcomes and conclusions of this review,
including those related to the implementation of
any additional RMMs, must be documented. The
results of the monitoring and of the review of the
OCs and RMMs shall be maintained, be available
to national enf orcement authorities, and included
in any subsequent authorisation review report
submitted.
Section 9: recommendations f or the review report
The applicant should continue to conduct annual
biomonitoring, air monitoring and surf ace monitoring
programmes for the workers potentially exposed to
MOCA. These monitoring programmes should be
used as complementary, since all provide dif f erent
inf ormation concerning exposure, and should be
based on validated methodologies and protocols f or
MOCA exposure. In case of biomonitoring, the
urinary sampling should be perf ormed in the end of
the shif t and week. All these datasets should be
included in f uture exposure assessments and
included in any subsequent review report. The sam e
principles should be f ollowed f or environmental
releases monitoring.
The results of the measurements ref erred to in
sections 7 and 8 paragraph 1, as well as the outcome
and conclusions of the review and any actions taken
in accordance with sections 7 and 8 paragraph 2,
should be documented and included in any
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subsequent review report.
The working group recommended to discuss at the RAC
plenary f ollowing points of the Draft opinion:
- need f or clarif ication in the section 1 of the draf t
opinion conditions of the previous authorisation
- need f or proper communication between sites.

6. 247_OPE_Boehringer_2 (1 use)

Use1: Use of 4-(1,1,3,3-tetramethylbutyl)phenol,
ethoxylated as a detergent in the purification of
lapidated OspA protein subsequently used for
manufacturing of Lyme disease vaccine candidate.
The working group supported the Draf t opinion as
proposed by the Rapporteur.

Rapporteur together
with SECR to edit
section 8 of the draf t
opinion according to the
discussion of the
working group.

SECR to schedule the
The working group recommends to RAC that the draf t opinion f or
operational conditions and risk management m easur es agreement at the RACdescribed in the application are appropriate and 61 plenary meeting via
ef f ective in limiting the risk, provided that they are the A-listing procedure.
adhered to.
The recommendations f or the review report are
expected to allow RAC to evaluate a possible review
report efficiently.
The use applied f or may result in up to 669 g per year
releases of the substance to the environment.
The working group proposed:
Section 7: no additional conditions f or the authorisation
Section 8: monitoring arrangements f or the
authorisation
As soon as the f ull-scale production commences the
applicant shall monitor at least quarterly or 4 tim es
per year (during the time of operation) 4-tertOPnEO and its principal degradation products in the
wastewater prior to release to the of f -site WWTP
using an analytical method capable of adequately
characterising the substance and its principal
degradation products in water at an appropriately
low level of quantif ication. The results of the
monitoring programme shall be documented,
maintained, and be made available by the
applicant, upon request, to the competent national
authority of the Member State where the authorised
use will take place.
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The results should be included in any review report,
including details of sampling point, the analytical
method, the concentrations detected and the
corresponding environmental release values.
Section 9: recommendations f or the review report
The inf ormation gathered via the measurements
ref erred to in Section 8 as well as the outcom e a nd
conclusions of the review and any action taken
should be included in any subsequent authorisation
review report.
The working group recommended that the Draf t opinion
is suitable f or consideration via the A-listing procedure.

7. 248_NPE_OCV (1 use)

Use1: Mixing by the Applicant of a 4-NPnEO-containi ng
epoxy resin, resulting in mixtures containing < 0.1%
w/w of 4-NPnEO for the manufacture of glass fibre
articles for critical composite helicopter parts, that is
exempt from authorisation under REACH Art. 56(6)(a).

SECR to schedule the
draf t opinion f or
agreement at the RAC61 plenary meeting via
the A-listing procedure.

The working group supported the Draf t opinion as
proposed by the Rapporteur.
The working group recommends to RAC that the
operational conditions and risk management m e asur es
described in the application are appropriate and
ef f ective in limiting the risk, provided that they are
adhered to.
The use applied f or may result in 0 kg per year
releases of the substance to the environment.
The working group proposed:
Section 7: no additional conditions f or the authorisation
Section 8: no monitoring arrangements f or the
authorisation
Section 9: no recommendations f or the review report
The working group recommended that the Draf t opinion
is suitable f or consideration via the A-listing procedure.
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8. 249_CT_Tenneco_CZ (1 use)

Use1: Use of chromium trioxide for electroplating of
metal substrates with the purpose of creating a longlasting high durability surface with bright look for
kitchen and bathroom sanitaryware (functi onal pl ati ng
with decorative character).

Rapporteur together
with SECR to edit the
draf t opinion according
to the discussion of the
working group.

The working group supported the Draf t opinion as
proposed by the Rapporteurs.

SECR to schedule the
draf t opinion f or
agreement at the RAC61 plenary meeting via
the A-listing procedure.

The working group requested the rapporteurs to add to
the section 9 the outcome of the f easibility studies
mentioned in the section 7.
The working group recommends to RAC that the
operational conditions and risk management m easur es
described in the application are appropriate and
ef f ective in limiting the risk, provided that they are
adhered to. The proposed additional conditions f or the
authorisation are expected to strengthen this
conclusion.
The proposed monitoring arrangements f or the
authorisation are expected to provide reliable f urther
inf ormation on the ef f ectiveness of operational
conditions and risk management measures implemented
as a result of additional conditions and on trends in
exposure and releases during the review period. This
inf ormation should also be included in a possible review
report.
The recommendations f or the review report are
expected to allow RAC to evaluate a possible review
report efficiently.
The working group proposed:
Section 7: additional conditions f or the authorisation
The applicant shall carry out and document a
detailed f easibility study on:
(a) the substitution of solid CrO3 f lakes by liquid
CrO3 to f urther limit exposure, taking into
account additional RMMs such as the use of a
plastic sleeve adapter on the top of solid CrO3
container to prevent exposure of the wor ker s to
CrO3 dust
(b) the implementation of an autom ated system t o
perf orm the bath adjustment, and the
implementation of a closed/automated system to
perf orm bath sampling tasks, where exposure to
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Cr(VI) is f oreseen and which currently rely on
the use of PPE.
The f easibility study shall be concluded within 12
months of the granting of an authorisation f or this
use. Relevant actions must be implemented
accordingly during the review period.
Until the implementation of the relevant actions
according to f easibility study, the applicant shall
consider additional RMMs (f or example, the use of a
plastic sleeve adapter on the top of solid CrO3
container) to prevent exposure of the workers to
CrO3 dust.
Section 8: monitoring arrangements f or the
authorisation
1. The applicant shall continue to implement the
f ollowing programmes f or Cr(VI):
(a) Occupational inhalation exposure monitoring
programmes, which shall:
(i)
be conducted at least annually. The
f requency of the measurements should be
suf ficient to capture any potential increase
in exposure of workers to Cr(VI);
(ii)
be
based
on
relevant
standard
methodologies or protocols;
(iii)
ensure a suf f iciently low limit of
quantif ication;
(iv)
comprise personal and/or static inhalation
exposure sampling, including sampling,
preventative and corrective maintenance
activities (WCSs 7, 8 and 10);
(v)
be representative of :
a. the f ull range of tasks undertaken
where exposure to Cr(VI) is possible;
b. the OCs and RMMs typical f or each of
these tasks;
c. the number of workers potentially
exposed;
(vi)
include contextual inf ormation about the
tasks performed during sampling.
(b) Environmental releases:
(i) the applicant shall continue conducting
their monitoring programme f or Cr(VI)
emission to wastewater;
(ii) the applicant shall conduct air emission
measurements at least annually or
more f requently f ollowing any possible
changes in the process;
(iii)the
monitoring
programmes
f or
wastewater and air emissions shall:
a. be based on relevant standard
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methodologies or protocols; and
b. be representative of the OCs and RMMs
used at the applicant’s site.
2. The inf ormation gathered via the measurements
ref erred to in paragraph 1 and related contextual
inf ormation shall be used by the applicant to
conf irm the ef fectiveness of the RMMs and OCs
in place and, if needed, to introduce measures to
f urther reduce workplace exposure to Cr(VI) and
emissions to the environment to as low a level as
technically and practically f easible.
3. The applicant shall use the monitoring resul ts to
further ensure that the application of RMMs at
their site is in accordance with the hi er ar chy of
control principles.
4. The
inf ormation
f rom
the
monitoring
programmes ref erred to in paragraph 1,
including the contextual inf ormation associated
with each set of measurements as well as the
outcome and conclusions of the review a nd any
action taken in accordance with paragraph 2,
shall be documented, maintained and be made
available by the applicant, upon request, to the
competent national authority of the Member
State where the authorised use will take place.
5. The applicant may reduce the frequency of
measurements, once they can demonstrate to
the competent authority of the Member State
where the use takes place, that exposure of
humans has been reduced to as low a level as
technically and practically possible and th at the
risk management measures and operational
conditions corresponding to the specific exposure
scenarios developed in the chemical safety
report function appropriately.
Where the frequency of a monitoring programme
has been reduced in accordance with pa r agr aph
5, any subsequent changes to the operational
conditions or risk management measures that
may affect the exposure of w or kers at each of
the sites where the use takes place shall be
documented. The applicant shall assess the
impact of such changes by monitoring to
demonstrate that exposure of workers continues
to be reduced to as low a level as technically and
practically possible.
6. The applicant shall continue to conduct annual
biomonitoring programme f or the workers
potentially exposed to Cr(VI).
Section 9: recommendations f or the review report
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The results of the measurements ref erred to in
sections 8 paragraph 1, and 4, as well as the
outcome and conclusions of the review and any
actions taken in accordance with section 8
paragraph 2, should be documented and included in
any subsequent review report.
The working group recommended that the Draf t opinion
is suitable f or consideration via the A-listing procedure.

9. 250_CT_Tenneco_ES (1 use)

Use1: Use of chromium trioxide for electroplating of
metal substrates with the purpose of creating a longlasting high durability surface with bright look for
kitchen and bathroom sanitaryware (functi onal pl ati ng
with decorative character).

Rapporteur together
with SECR to edit the
draf t opinion according
to the discussion of the
working group.

The working group supported the Draf t opinion as
proposed by the Rapporteur.

SECR to schedule the
draf t opinion f or
agreement at the RAC61 plenary meeting via
the A-listing procedure.

The working group requested the rapporteurs to add to
the section 9 the outcome of the f easibility studies
mentioned in the section 7.
The working group recommends to RAC that RAC
concluded that the operational conditions and risk
management measures described in the application ar e
appropriate and ef f ective in limiting the risk, provided
that they are adhered to. The proposed additional
conditions f or the authorisation are expected to
strengthen this conclusion.
The proposed monitoring arrangements f or the
authorisation are expected to provide reliable f urther
inf ormation on the ef f ectiveness of operational
conditions and risk management measures implemented
as a result of additional conditions and on trends in
exposure and releases during the review period. This
inf ormation should also be included in a possible review
report.
The recommendations f or the review report are
expected to allow RAC to evaluate a possible review
report efficiently.
The working group proposed:
Section 7: additional conditions f or the authorisation
The applicant shall carry out and document a
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detailed f easibility study on the implementation of a
closed/automated system to perform bath sampling
tasks, where exposure to Cr(VI) is f oreseen and
which currently rely on the use of PPE.
The f easibility study shall be concluded within 12
months of the granting of an authorisation f or this
use. Relevant actions must be implemented
accordingly during the review period.
Section 8: monitoring arrangements f or the
authorisation
1. The applicant shall continue to implement the
f ollowing programmes f or Cr(VI):
(a) Occupational inhalation exposure monitoring
programmes, which shall:
(i)
be conducted at least annually. The
f requency of the measurements should be
suf ficient to capture any potential increase
in exposure of workers to Cr(VI);
(ii)
be
based
on
relevant
standard
methodologies or protocols;
(iii)
ensure a suf f iciently low limit of
quantif ication
(iv)
comprise personal and/or static inhalation
exposure sampling, including corrective
maintenance activities (WCS 6);
(v)
be representative of :
a. the f ull range of tasks undertaken
where exposure to Cr(VI) is possible;
b. the OCs and RMMs typical f or each of
these tasks;
c. the number of workers potentially
exposed;
(vi)
include contextual inf ormation about the
tasks performed during sampling.
(b) Environmental releases:
(i) the applicant shall continue conducting
their monitoring programme f or Cr(VI)
emission to wastewater;
(ii) the applicant shall conduct air emission
measurements at least annually or
more f requently f ollowing any possible
changes in the process;
(iii)the
monitoring
programmes
f or
wastewater and air emissions shall:
a. be based on relevant standard
methodologies or protocols; and
b. be representative of the OCs and
RMMs used at the applicant’s site.
2. The inf ormation gathered via the measurements
ref erred to in paragraph 1 and related contextual
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inf ormation shall be used by the applicant to
conf irm the ef fectiveness of the RMMs and OCs
in place and, if needed, to introduce measures to
f urther reduce workplace exposure to Cr(VI) and
emissions to the environment to as low a level as
technically and practically f easible. While doing
so, the authorisation holder shall also review
and, if needed, update their assessment of the
combined exposure f or the dif f erent groups of
workers.
3. The applicant shall use the monitoring resul ts to
further ensure that the application of RMMs at
their site is in accordance with the hi er ar chy of
control principles.
4. The
inf ormation
f rom
the
monitoring
programmes ref erred to in paragraph 1,
including the contextual inf ormation associated
with each set of measurements as well as the
outcome and conclusions of the review and any
action taken in accordance with paragraph 2,
shall be documented, maintained and be made
available by the applicant, upon request, to the
competent national authority of the Member
State where the authorised use will take place.
5. The applicant may reduce the frequency of
measurements, once they can demonstrate to
the competent authority of the Member State
where the use takes place, that exposure of
humans has been reduced to as low a level as
technically and practically possible and that the
risk management measures and operational
conditions corresponding to the specific exposure
scenarios developed in the chemical safety
report function appropriately.
Where the frequency of a monitoring programme
has been reduced in accordance with par a gr aph
5, any subsequent changes to the operational
conditions or risk management measures that
may affect the exposure of w or kers at each of
the sites where the use takes place shall be
documented. The applicant shall assess the
impact of such changes by monitoring to
demonstrate that exposure of workers continues
to be reduced to as low a level as technically and
practically possible.
6. The applicant shall continue to conduct annual
biomonitoring programme f or the workers
potentially exposed to Cr(VI).
Section 9: recommendations f or the review report
The results of the measurements ref erred to in

25

sections 8 paragraph 1, and 4, as well as the
outcome and conclusions of the review and any
actions taken in accordance with section 8 paragraph
2, should be documented and included in any
subsequent review report.
The working group recommended that the Draf t opinion
is suitable f or consideration via the A-listing procedure.

10. 251_CT_Tenneco_BE (1 use)

Use1: Use of chromium trioxide for electroplating of
metal substrates with the purpose of creating a longlasting high durability surface with bright look for
kitchen and bathroom sanitaryware (functi onal pl ati ng
with decorative character).

Rapporteur together
with SECR to edit the
draf t opinion according
to the discussion of the
working group.

The working group supported the Draf t opinion as
proposed by the Rapporteur.

SECR to schedule the
draf t opinion f or
agreement at the RAC61 plenary meeting via
the A-listing procedure.

The working group requested the rapporteurs to add to
the section 9 the outcome of the f easibility studies
mentioned in the section 7.
The working group recommends to RAC that RAC

concluded that the operational conditions and risk
management measures described in the application are
appropriate and effective in limiting the risk, provided that
they are adhered to. The proposed additional conditions
for the authorisation are expected to strengthen this
conclusion.
The proposed monitoring arrangements f or the
authorisation are expected to provide reliable f urther
inf ormation on the ef f ectiveness of operational
conditions and risk management measures implemented
as a result of additional conditions and on trends in
exposure and releases during the review period. This
inf ormation should also be included in a possible review
report.
The recommendations f or the review report are
expected to allow RAC to evaluate a possible review
report efficiently.
The working group proposed:
Section 7: additional conditions f or the authorisation
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The applicant shall carry out and document a
detailed f easibility study on:
(a) the f easibility of automated/closed decanting
of solid chromium trioxide into the pre-mixing
tank (f or example using a closed cabinet or
glove box),
(b) the implementation of a closed/automated
system to perform bath sampling tasks, where
exposure to Cr(VI) is f oreseen and which
currently rely on the use of PPE.
The f easibility study shall be concluded within 12
months of the granting of the authorisation f or this
use. Relevant actions must be implemented
accordingly during the review period.
Section 8: monitoring arrangements f or the
authorisation
1. The applicant shall continue to implement the
f ollowing programmes f or Cr(VI):
(a) Occupational inhalation exposure monitoring
programmes, which shall:
(i) be conducted at least annually. The
f requency of the measurements should be
suf ficient to capture any potential increase in
exposure of workers to Cr(VI);
(ii) be
based
on
relevant
standard
methodologies or protocols;
(iii) ensure
a
suf f iciently
low limit of
quantif ication
(iv) comprise personal and/or static inhalation
exposure sampling, including activities such
as sampling and corrective maintenance
(WCSs 7 and 9);
(v) be representative of :
a. the f ull range of tasks undertaken
where exposure to Cr(VI) is possible;
b. the OCs and RMMs typical f or each o f
these tasks;
c. the number of workers potentially
exposed;
(vi) include contextual inf ormation about the
tasks performed during sampling.
(b) Environmental releases:
(i) the applicant shall continue conducting
their monitoring programme f or Cr(VI)
emission to wastewater;
(ii) the applicant shall conduct air emission
measurements at least annually or m or e
f requently f ollowing any possible changes
in the process;
(iii)the
monitoring
programmes
f or
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2.

3.

4.

5.

wastewater and air emissions shall:
a. be
based on relevant standard
methodologies or protocols; and
b. be representative of the OCs and RMMs
used at the applicant’s site.
The inf ormation gathered via the m easur ements
ref erred to in paragraph 1 and related cont extual
inf ormation shall be used by the applicant to
conf irm the ef fectiveness of the RMMs and OCs in
place and, if needed, to introduce measures to
f urther reduce workplace exposure to Cr (VI) and
emissions to the environment to as low a level as
technically and practically f easible. While doing so,
the applicant shall also review and, if needed,
update their assessment of the combined
exposure f or the dif ferent groups of workers
The applicant shall use the monitor ing r es ul ts to
further ensure that the application of RMMs at
their site is in accordance with the hierarchy of
control principles.
The inf ormation from the monitoring programmes
ref erred to in paragraph 1, including the
contextual inf ormation associated with each set of
measurements as well as the outcome and
conclusions of the review and any action taken in
accordance with paragraph 2, shall be
documented, maintained and be made available
by the applicant, upon request, to the com petent
national authority of the Member State wher e the
authorised use will take place.
The applicant may reduce the frequency of
measurements, once they can demonstrate to the
competent authority of the Member St ate w here
the use takes place, that exposure of humans has
been reduced to as low a level as techni cally and
practically possible and that the risk management
measures
and
operational
conditions
corresponding to the specific exposure scenari os
developed in the chemical safety report f uncti on
appropriately.
Where the frequency of a monitoring pr ogr amme
has been reduced in accordance with paragraph 5,
any subsequent changes to the operational
conditions or risk management measures that
may affect the exposure of workers at each of the
sites where the use takes place shall be
documented. The applicant shall assess the impact
of such changes by monitoring to demonstrate
that exposure of workers continues to be reduce d
to as low a level as technically and practically
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possible.
6. The applicant shall reimplement an annual
biomonitoring programme f or the workers
potentially exposed to Cr(VI).
Section 9: recommendations f or the review report
The results of the measurements ref erred to in
sections 8 paragraph 1 and 4, as well as the
outcome and conclusions of the review and any
actions taken in accordance with section 8
paragraph 2, should be documented and included in
any subsequent review report.
The working group recommended that the Draf t opinion
is suitable f or consideration via the A-listing procedure.

11. 252_CT_Tenneco_PL (1 use)

Use1: Use of chromium trioxide for electroplating of
metal substrates with the purpose of creating a longlasting high durability surface with bright look for
kitchen and bathroom sanitaryware (functi onal pl ati ng
with decorative character).

Rapporteur together
with SECR to edit the
draf t opinion according
to the discussion of the
working group.

The working group supported the Draf t opinion as
proposed by the Rapporteur.

SECR to schedule the
draf t opinion f or
agreement at the RAC61 plenary meeting via
the A-listing procedure.

The working group requested the rapporteurs to add to
the section 9 the outcome of the f easibility studies
mentioned in the section 7.
The working group recommends to RAC that RAC
concluded that the operational conditions and risk
management measures described in the application a r e
appropriate and ef f ective in limiting the risk, provided
that they are adhered to. The proposed additional
conditions f or the authorisation are expected to
strengthen this conclusion.
The proposed monitoring arrangements f or the
authorisation are expected to provide reliable f urther
inf ormation on the ef f ectiveness of operational
conditions and risk management measures implemented
as a result of additional conditions and on trends in
exposure and releases during the review period. This
inf ormation should also be included in a possible review
report.
The recommendations f or the review report are
expected to allow RAC to evaluate a possible review
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report efficiently.
The working group proposed:
Section 7: additional conditions f or the authorisation
The applicant shall carry out and document a
detailed f easibility study on the implementation of a
closed/automated system to perform bath sam pling
tasks, where exposure to Cr(VI) is f oreseen and
which currently rely on the use of PPE.
The f easibility study shall be concluded within 12
months of the granting of an authorisation f or this
use. Relevant actions must be implemented
accordingly during the review period.
Section 8: monitoring arrangements f or the
authorisation
1. The applicant shall continue to implement the
f ollowing programmes f or Cr(VI):
(a) Occupational inhalation exposure monitoring
programmes, which shall:
(i)
be conducted quarterly (as perf ormed
currently). The f requency of the
measurements should be suf f icient to
capture any potential increase in exposure
of workers to Cr(VI);
(ii)
be
based
on
relevant
standard
methodologies or protocols;
(iii)
ensure a suf f iciently low limit of
quantif ication
(iv)
comprise personal and/or static inhalation
exposure sampling, including sampling
and corrective maintenance activities
(WCSs 7 and 9);
(v)
be representative of :
a. the f ull range of tasks undertaken
where exposure to Cr(VI) is possible;
b. the OCs and RMMs typical f or each of
these tasks;
c. the number of workers potentially
exposed;
(vi)
include contextual inf ormation about the
tasks performed during sampling.
(b) Environmental releases:
(i)
the applicant shall continue conducting
their monitoring programme f or Cr(VI)
emission to wastewater;
(ii)
the applicant shall conduct air emission
measurements at least annually or more
f requently f ollowing any possible changes
in the process;
(iii)
the monitoring programmes f or wastewater

30

and air emissions shall:
a. be based on relevant standard
methodologies or protocols; and
b. be representative of the OCs and RMMs
used at the applicant’s site.
2. The inf ormation gathered via the measurements
ref erred to in paragraph 1 and related contextual
inf ormation shall be used by the applicant to
conf irm the ef fectiveness of the RMMs and OCs in
place and, if needed, to introduce measures to
f urther reduce workplace exposure to Cr(VI) and
emissions to the environment to as low a level as
technically and practically f easible. While doing
so, the authorisation holder shall also review
and, if needed, update their assessmen t of the
combined exposure f or the dif f erent groups of
workers
3. The applicant shall use the monitoring resul ts to
further ensure that the application of RMMs at
their site is in accordance with the hi er ar chy of
control principles.
4. The
inf ormation
f rom
the
monitoring
programmes ref erred to in paragraph 1,
including the contextual inf ormation associated
with each set of measurements as well as the
outcome and conclusions of the review and any
action taken in accordance with paragraph 2,
shall be documented, maintained and be made
available by the applicant, upon request, to the
competent national authority of the Member
State where the authorised use will take place.
5. The applicant may reduce the frequency of
measurements, once they can demonstrate to
the competent authority of the Member State
where the use takes place, that exposure of
humans has been reduced to as low a level as
technically and practically possible and that the
risk management measures and operational
conditions corresponding to the specific exposure
scenarios developed in the chemical safety
report function appropriately.
Where the frequency of a monitoring programme
has been reduced in accordance with par agr aph
5, any subsequent changes to the operational
conditions or risk management measures that
may affect the exposure of w or kers at each of
the sites where the use takes place shall be
documented. The applicant shall assess the
impact of such changes by monitoring to
demonstrate that exposure of workers continues
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to be reduced to as low a level as technically and
practically possible.
6. The applicant shall continue to conduct annual
biomonitoring programme f or the workers
potentially exposed to Cr(VI).
Section 9: recommendations f or the review report
The results of the measurements ref erred to in
sections 8 paragraph 1, and 4, as well as the
outcome and conclusions of the review and any
actions taken in accordance with section 8
paragraph 2, should be documented and included in
any subsequent review report.
The working group recommended that the Draf t opinion
is suitable f or consideration via the A-listing procedure.
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Annex II
10 May 2022
RAC working group/A/11/2022
Final

Agenda
Meeting of the Committee for Risk Assessment Applications for
Authorisation Working Group
(RAC AFA working group) reporting to RAC-61
10-11 May 2022
WebEx meeting
Tuesday 10 May starts at 10.00
Wednesday 11 May ends at 15.20
Times are Helsinki times
Item 1 – Welcome and Apologies
Item 2 – Adoption of the Agenda
RAC working group/A/11/2022
For adoption
Item 3 – Declarations of conflicts of interest to the Agenda
Item 4 – Authorisation applications
1. 242_RR1_TCE_Microporous
2. 243_RR1_TCE_DOMO
3. 244_CT_Cromaplast (2 uses)
4. 245_CT_Newform
5. 246_MOCA_Courbis
6. 247_OPE_Boehringer_2
7. 248_NPE_OCV
8. 249_CT_Tenneco_CZ
9. 250_CT_Tenneco_ES
10. 251_CT_Tenneco_BE
11. 252_CT_Tenneco_PL
For discussion
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Item 5 – AOB
1.

Af A horizontal issues
For discussion

Item 6 – Adoption of the Report from the working group
For discussion and adoption
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