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Safety Data Sheets 
as communication instrument

Recap regarding SDS “new style
Compliance check: practical experiences 

Arnold van der Wielen
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Part 1

Recap SDS “new style”

Requirements for the “new” SDS 
according to REACH
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Function of the Safety Data Sheet

The SDS is the key instrument for the information flow 
down the supply chain, because:
 it informs the downstream user about the dangerous properties & potential 

hazards during normal handling and use

 it recommends necessary measures to manage the risk to health & 
environment (storage, use, disposal)

 it provides the basis for the assessment of hazards / risks 

Fulfillment of all legal requirements of Article 31 REACH 
addressed to suppliers & downstream users 
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When should a Safety Data Sheet be provided?

System:
 unsolicitedly - Art. 31(1) REACH

 on request - Art. 31(3) REACH

 on a voluntary basis

“to be made available” Means in this context, that
it is not sufficient to simply 
offer the SDS via the Internet!

Customers must be informed about
down-load options in written form!

SDS complete and in correct format in accordance with 

REACH Art. 31 and Annex II (Amended 453/2010)
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When should a SDS be provided unsolicitedly? 
(REACH Art. 31.1)

Requirements for SDSs:

a) if a substance / mixture meets the criteria
for classification as hazardous according to 
(EC) No 1272/2008 or 1999/45/EC

b) if a substance is PBT or vPvB

c) if the substance was identified as an SVHC and was taken up in 
the candidate list, according to the criteria in Art. 57.f

The SDS has to be provided at the latest at the time of first 
delivery

Example: Endocrine Disrupting Chemicals
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When should a SDS be provided upon request? 
(REACH Art. 31.3)

Requirements for SDSs

The consumer may request a SDS if a mixture is not classified
by DPD (1999/45/EC) as dangerous, but contains:

a) a harmful or environmentally hazardous material in a 
concentration ≥ 1 weight percent for non-gaseous mixtures or ≥ 
0.2 percents by volume for gaseous mixtures

b) PBT- or vPvB material in an individual concentration ≥ 0.1 weight 
percent for non-gaseous mixtures respectively > 0,2 volume 
percent for gaseous mixtures 

c) a substance for which a Community workplace exposure limit has 
been established 

the consumer may request a SDS.

http://www.reach-compliance.ch/reach-compliance/downloads/pollut1.tif
http://www.reach-compliance.ch/reach-compliance/downloads/pollut1.tif
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When will it be useful to draft and provide a SDS on
voluntary basis?

A SDS may be provided for mixtures which are not classified as dangerous, 

but:

o which  - based on experience - often prompt questions

o which call for the communication of other dangers (suffocation frostbite, 

inclination for formation of dust … (see selection 2.3 “other hazards”) 

o are descendants of other information duty, if not required by SDS

o as basis for its own assessment of dangers. 

an SDS can be provided on voluntary basis 
or

a free format sufficient for communicating essential information
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When to update an SDS ?
(REACH Art. 31.9)

 Suppliers have to modify an SDS (Annex 31(9)) if:
– new information is available, which may have effects on risk    

management measures!
– an authorization for SVHC was given or denied!
– a limitation for the substance was issued

The correct version must be made available to all customers 
who were served within the last 12 months

 But minor changes, like changed address of the Producer, do 
not trigger requirement to inform all customers
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Part 2

SDS Control Steps

Step 1: Control of general requirements

Step 2: Control of hazard identification and composition

Step 3: Consistency check of the information in the different 
sections of SDS

Step 4: Consistency check with Exposure Scenario sections
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Step 1: Control of general requirements

• Language requirement; 

• Number of sections;

• Date of issue of the current version of SDS;

• Identification of the substance/mixture in section 
1 of SDS; 

• Registration number of substance, if applicable;

• Identified uses and uses advised against in 
section 1 of SDS; 

• Is the attached ES relevant for this concrete use?

• Details of the supplier of the SDS

• Emergency phone number
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SDS example of Xylene for formulator of 
varnishes
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Step 2: Control of hazard identification and 
composition

Example of Xylene for formulator of varnishes 
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Section 3. Composition / information on ingredients

Identification 
name

CAS nr.

Weight %

content 
(or

range)

EC-GHS

Class

67/548/EEC & 
1999/45/EC

Class

Ethylbenzene 100-41-4 < 20%
Flam. Liq. 2, H225

Acute Tox. 4, H332

F; Xn

R - 11-20

Xylene 
(mixture of 
isomers)

1330-20-
7

> 80%

Flam. Liq. 3, H226

Acute Tox. 4, H312, 
H332

Skin Irrit. 2, H315

Xn

R - 10-20/21-38

Toluene 108-88-3 < 0.5%

Flam. Liq. 2, H225

Repr. 2, H361d

Asp. Tox. 1, H304

STOT RE 2, H373

Skin Irrit.2, H315

STOT SE 3, H336

F; R11

Repr.Cat.3;R63

Xn; R48/20-

65

Xi; R38

R67
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Investigation of sections 3 & 2 –
control of classification and labeling
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Each example will be introduced by 
illustrating the links between the 
different sections of the SDS

As case is used the e-SDS for                     
Ammonium nitrate 34,8% N as 
distributed by PETROKEMIJA, version 3 
of 13-11-2013

Step 3: Consistency check of the information in the
different sections of SDS

(few examples) 
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First page of a 30 pages e-SDS for
Ammonium nitrate 34,8% N from
Petrokemija
showing sections 1 and part of 
section 2.

Note that the e-SDS is 
REACH compliant; 
based on a joint registration
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Section 2.2 Labelling

– H315: causes skin irritation (skin irritant 2)

– H335: may cause respiratory irritation (STOT SE 3, respiratory tract),

– H370: causes damage to the liver via ingestion (STOT SE 1) 

with GHS08 

• Many registrations submitted
with varying voluntary C&L

• Presumably based on 
variability in tox. info

• So found …

Maybe no harmonised C&L established; 
so variation may remain.
Up to the SIEF to come to an agreement, 
because no priority under CLP
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SDS sections 2 & 3 needs to be checked for 
consistency with the following sections:

17

Section 9 
Physical and 

Chemical properties

Section 3 
Composition
/information

on ingredients

Section 11 
Toxicological 
information

Section 10 
Stability and 

Reactivity

Section 12 
Ecological 

information

Section 2 
Hazards 

identification
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Sections 2, 4, 9, 11 and ES
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Sections 2, 4, 9, 11 and ES

… but in ES the following recommendation …
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My questions

• Not classified regarding skin and no toxicological indications

• Why still RMM for high level of preventing dermal exposure?

• Is more toxicological information available, but not
expressed in the SDS of Petrokemija?

• Note that …
– Ammonium nitrate is jointly registered totally in quantity of 10,000 

to 100,000 tonnes per year

– Consequently, chronic exposure (long term) animal studies should
have been submitted or extrapolated by registrants, if > 100 
tonnes/year

– So, what is the status at Petrokemija? (registration type, volume, 
manufactured/marketed/intermediate use on site or tansported)
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Section 11: Toxicological information

Applied standard phrase
to express “not
classified” is unclear and
might create confusion.

Suggestion:

“conclusive; no evidence
requiring classification”

This Project is funded by the European Union Project implemented by Human Dynamics Consortium 22

SDS sections 4, 5 & 8 needs to be checked for 
consistency with the following sections:

Section 9 
Physical and 

Chemical properties

Section 5 
Fire fighting 

measures

Section 11 
Toxicological 
information

Section 10 
Stability and 

Reactivity

Section 4 
First aid 

measures

Sections 8 
Exposure controls/
personal protection



24/09/2015

12

This Project is funded by the European Union Project implemented by Human Dynamics Consortium 23

Sections 8 and 11

… but …
Section 11 does not contain data from chronic exposure 
animal studies; maybe not required according to
Petrokemija manufactured/marketed quantity per year.

Where these data coming from?
Extrapolation not reported; source 
data not mentioned.
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Section 8 and Exposure Scenarios

… but in Exposure scenario …

Why exposure not assessed?
Why not using estimated DNELs?

After checking ECHA database I found the 
following figures:
For workers:
• DNEL-dermal/oral 5,12 mg/kg bw/day
• DNEL-inhalation 36 mg/m3
For general population:
• DNEL-dermal/oral 2,56 mg/kg bw/day
• DNEL-inhalation 8,9 mg/m3

Has lead registration been updated after
13-11-2013, or is this registration an opt-
out?
Important to know the  exposure at the 
workplace!
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Some odd observations in ES

?

1. Consumers have no responsibility to inform new use
2. Better “to inform the supplier up the supply chain”. It includes

also the manufacturer
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Disclaimer

• I am only an observer

• My observations might be clarified

• I could make mistakes, but better to put 
forward (stupid) questions than wait and see

• I have only access to public data at ECHA 
website; confidential data might explain 
some observations

• Hopefully illustrative for you
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THANKS FOR YOUR ATTENTION

QUESTIONS / COMMENTS ?


