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Mr. Ben DeVito

Ben DeVito has been with TÜV SÜD since July of 2012 and is the Global Technical Director for the 
CPS Division. His responsibilities include Technical and Sales Support to TÜV SÜD constituents in 
matters of Testing, Inspections and Audits. In addition, he currently serves in various leadership roles in 
industry committees including the AATCC, AAFA, FDRA and IFIA.

Ben spent 6 years in the United States Coast Guard before entering the private sector.  For the past 30 
years Ben has held positions of increasing responsibility at Sara Lee Apparel, Charming Shoppes, UL 
and TUV SUD.   This includes leadership roles in Product Engineering, Product Development, Finance, 
Production, Sourcing and Quality.

Ben has a depth of experience in supply chain management and is frequent speaker at industry events.

Mr. DeVito is a graduate of the United States Coast Guard Academy and has an MBA from Baldwin-
Wallace University. 
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TÜV SÜD at a glance

*As of 2017-12-31
^Based on clients’ locations
Note: Figures have been rounded off.
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Our expertise worldwide

Many countries like China, India, Germany have multiple locations for testing, inspection & audit

UK

Softlines Laboratory 

Hardlines Laboratory 

Electrical & Electronics Laboratory 

Toys & Children Products Laboratory 

Food, Health & Beauty Laboratory 

Pre-shipment Inspection / Factory Audit (for selected product categories) 

Social Compliance Audit
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Pakistan

Russia

DubaiEthiopia, Morocco, Tunisia  

Peru

Mexico 
Egypt

Bulgaria, Turkey
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Current Patchwork: Federal and State Chemical Safety Laws

Vermont considers changes to 
chemical reporting law with 
proposals to harmonize the law 
and also expand the law.

Maine’s law 
imposes different 
requirements on 
classes of 
chemicals; 
potential 
rulemaking 
draws from pool 
of over 1400 
chemicals

The first company 
reports under 
Oregon’s chemical 
reporting law were 
due on Jan 1, 2018

Washington recently expanded 
its list to 85 chemicals under 
its chemical reporting law

California’s well-
known labeling law, 
Prop 65, has grown to 
close to 900 chemicals 
and now has new 
warning label 
requirements for 
companies

Federal:  EPA 
implements new 
Toxic Substance 
Control Act 
(TSCA) Reform 
law passed by 
Congress in 2016
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Current Patchwork: Federal and State Chemical Safety Laws
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Current Patchwork: Federal and State Chemical Safety Laws
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VT



Current Patchwork: Federal and State Chemical Safety Laws

The House passed 
bipartisan TSCA 

reform and President 
Obama signed the bill 
into law in May 2016

Original House Vote: 
398 to 1

Federal: Toxic Substances Control Act (TSCA) Reform
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FDRA’s New Risk Based Approach to Global Chemical Compliance

TÜV SÜD Greater China Slide 15 18-09-25

1. DMFA
2. Cr VI
3. pH
7.     Phthalates
10.    Formaldehyde



Chemical Compliance 2.0

1618-09-25TÜV SÜD Product Service GmbH | REACH Regulation

TÜV SÜD : Chemical Risk Management 5

Chemical Compliance – Global Overview4

FDRA – QTRLY Chemical Test Report3

Chemical Compliance – State of States2

Introduction1



EU regulations vs. EU directives

§ EU regulations are directly applicable law in all EU countries.

– A "regulation" is a binding legislative act. 

– It must be applied in its entirety across the EU.

– For example, when the EU wanted to make sure that there are common safeguards 
on goods imported from outside the EU, the Council adopted a regulation.

§ EU directives must be converted into national laws by the national parliaments of the 
member states.

– A "directive" is a legislative act that sets out a goal that all EU countries must achieve.

– It is up to the individual countries to devise their own laws on how to reach these 
goals. 

REACH - Legal Requirements on hazardous substances in Europe
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General EU regulations

§ REACH regulation (Regulation (EC) No 1907/2006)
regulates the Registration, Evaluation, Authorisation and Restriction of Chemicals 

§ POP regulation (Persistent Organic Pollutants, Regulation (EC) No 850/2004) 
restricts certain persistent chemicals compounds in articles and mixtures

§ BPR regulation (Biocidal Products Regulation, Regulation (EU) No 528/2012)
regulates the use of biocides in articles and mixtures

Legal Requirements on hazardous substances in Europe
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Product group specific EU directives 

§ ROHS directive (DIRECTIVE 2011/65/EU) 
restricts the use of certain hazardous substances in ENE equipment  

§ Toys directive (DIRECTIVE 2009/48/EC) 
restricts hazardous substances in toys etc.

§ Packaging directive (DIRECTIVE 94/62/EC) 
restricts the concentration of certain heavy metals in packaging 



National laws and regulations 

§ National regulations covers articles which are not or not completely covered 
by harmonized EU directives or regulations, e. g.

– Food contact materials 

– Materials in contact with drinking water 

– Textiles, Shoes 

– Furniture 

– Construction products …

Legal Requirements on hazardous substances in Europe
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Article 67 General provisions

§ A substance on its own, 
in a mixture or in an article, 
for which Annex XVII contains a restriction 
shall not be manufactured, placed on the market or used 
unless it complies with the conditions of that restriction. 

§ Annex XVII includes 71 substances

REACH – Title VIII and Annex XVII –
Restrictions on dangerous substances and mixtures
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§ Expected publication: 3rd quarter 2018

§ Expected enter into force: 3rd quarter 2020

§ Proposed scope of restrictions:

– Clothing or related accessories

– Textiles other than clothing 
which, under normal or reasonably foreseeable conditions of use, 
come into contact with human skin to an extent similar to clothing

– Footwear
Further information: https://www.tuv-sud.com/home-com/resource-centre/publications/e-ssentials-
newsletter/consumer-products-e-ssentials/e-ssentials-4-2018/eu-reach-wto-draft-restriction-on-cmrs-
in-textiles

REACH – Draft amendment of restrictions in Annex XVII
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DRAFT: Restriction of CMR substances in textile articles and clothing for consumer use

https://www.tuv-sud.com/home-com/resource-centre/publications/e-ssentials-newsletter/consumer-products-e-ssentials/e-ssentials-4-2018/eu-reach-wto-draft-restriction-on-cmrs-in-textiles


Examples of restricted substances, highly relevant for textile, footwear and accessory

REACH – Title VIII and Annex XVII –
Restrictions on dangerous substances and mixtures
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§ 4. Tris (2,3 dibromopropyl) phosphate 
§ 6. Asbestos fibres 
§ 7. Tris(aziridinyl)phosphinoxide 
§ 8. Polybromobiphenyls; Polybrominatedbiphenyls (PBB)
§ 20. Organostannic compounds 
§ 23. Cadmium
§ 27. Nickel   
§ 43. Azocolourants and Azodyes 
§ 45. Diphenylether, octabromo derivative 

§ 46a. Nonylphenol ethoxylates (from 2021-02-03) 
§ 47. Chromium VI compounds
§ 50. Polycyclic-aromatic hydrocarbons (PAH) 
§ 61. Dimethylfumarate (DMF)
§ 63. Lead 
§ 67. Bis(pentabromophenyl)ether

(Decabromodiphenylether, DecaBDE) (from 2019-03-02)
§ 68. Perfluorooctanoic acid (PFOA) (from 2020-07-04)



SVHC -Substances of Very High Concern (Article 57)

§ Substances which are

– Carcinogenic

– Germ cell mutagenic

– Reproductive toxic

– Persistent, bioaccumulative and toxic

– Endocrine disruptors

§ SVHC candidate list established acc. to Article 59
includes 191 substances (as at 2018-06-27)
https://echa.europa.eu/candidate-list-table

§ SVHC candidate list is usually updated every 6 month

REACH - SVHC
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https://echa.europa.eu/candidate-list-table


Article 33 Duty to communicate information on substances in articles

§ 1. Any supplier of an article

– containing a SVHC in a concentration above 0,1 % weight by weight (w/w) 

– shall provide the recipient of the article with sufficient information, 
available to the supplier, 

– to allow safe use of the article including, as a minimum, 
the name of that substance.

Each dealer, importer, supplier, etc. must inform 
his business partner within the supply chain without being asked 
if his products contain SVHC with more than 0.1% (w/w).

REACH – Information obligations on SVHC
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Article 33 Duty to communicate information on substances in articles

§ 2. On request by a consumer

– any supplier of an article 
– containing a SVHC above 0,1 % weight by weight (w/w) 

– shall provide the consumer with sufficient information, 
available to the supplier,

– to allow safe use of the article including, as a minimum, 
the name of that substance. 

– The relevant information shall be provided, free of charge, 
within 45 days of receipt of the request.

REACH – Information obligations on SVHC
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Notification – How, Who & What? 
§ Notification submissions are free-of-charge.  It must be submitted to the ECHA in the IUCLID format 

via the REACH-IT platform on the ECHA website by one of the following parties:
i. EU article producer;
ii. EU importer;
iii. EU Only Representative (OR) on behalf of a non-EU company.

§ The list of information required for a notification include:
i. Identity and contact details of the EU producer/importer
ii. Registration number(s), if available
iii. Substance identity
iv. Substance classification
v. Substance uses
vi. Tonnage range
–

REACH – Title II Notification obligations concerning SVHC
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Article 7(2) Registration and notification of substances in articles 

§ Any producer or importer of articles shall notify the ECHA, 
if both the following conditions are met: 

– an SVHC is present in those articles 
in quantities totalling over one tonne per producer or importer per year; 

– an SVHC is present in those articles 
above a concentration of 0,1 % weight by weight (w/w). 

REACH – Title II Notification obligations concerning SVHC
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Testing solutions for Sustainability
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Supporting sustainability 
Testing verification with reference to the following regulations, directives and guidelines as part of 
environmental services:

§ The number of man days required depends on number of employees in the factory
§ REACH Regulatory Testing (EC 1907/2006)
§ Detox MRSL
§ ZDHC MRSL
§ ZDHC waste water guidelines
§ Packaging and packaging waste (Directive 94/62/EC)
§ RoHS testing (Directive 2011/65/EU)
§ WEEE (Directive 2012/19/EU)
§ Energy Efficiency (ErP Directive 2009/125/EC)



Higg Facility Environmental Module (FEM) 3.0  
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Developed by the Sustainable Apparel Coalition (SAC), the Higg FEM 3.0 allows facilities to standardise how they 
measure and evaluate the environmental performance of their facilities. 
§ A facility-level self-assessment tool that enables rapid learning through identification of environmental sustainability 

hot spots, existing level of performance and improvement opportunities. 
§ A way to inform organizations of their strengths and weakness, drive business value throughout the value chain by 

presenting opportunities for cost-saving and innovation, and catalyse sustainability education and collaboration. 
§ Higg Facility Envionment Module measures 

1. Environmental Management System 
2. Energy Use & Greenhouse Gas 
3. Water Use 
4. Wastewater/ Effluent 
5. Emissions to Air 
6. Waste Management 
7. Chemicals 

Our Services
With our SAC approved verifiers, we can support the validation of the Higg Index self-assessment accuracy for 
apparel and footwear manufacturing facilities before the facilities can post and share its Higg index verification results 
with SAC members on the online platform Higg.org

25/09/2018



Finishes
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Metals titanium dioxide and titanium compounds 
Ø silicates and silicon compounds 
Ø vanadium (catalyst) 
Ø aluminum and copper (process water) 
Ø mercury in dying
Ø Cadmium (in leather)

Coatings/Finishes
Ø graphene / nanoparticles 
Ø flame retardants
Ø Antimicrobials
Ø Anti-wrinkle/Anti - stain

Other
Ø • microfibers



RAPEX ANALYSIS
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CPSC RECALL ANALYSIS
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TÜV SÜD - Chemical Data Management System (CDMS)
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The CDMS is an intelligent database and possesses the following features:

a) an automatic BoM-comparison algorithm to return advices on testing activities by taking 
supplier performance into consideration.

b) a mathematical model for uncorrelated data to compute the passing probabilities of materials 
and final products subject to predefined acceptance limits;

c) a time-evolving probability calculation making use of a rolling time-frame concept to reflect 
dynamically the performance of suppliers;

d) a predictive power to forecast the passing rates of raw materials or/and final products upon 
acceptance limit or evaluation criteria changes – The Risk Cube.

25-Sep-18



The Chemical Data Management System (CDMS)

Chemical 
Risk/Testing 

Management System

Production Info: 
BOM, BOS 

containing info of 
traceability

Regulatory info on 
chemicals: usages, 

materials, 
regions/countries

Chemical Info: 
MSDS, RSL, TDS, 
phase out plans, 
precautions, risk 

assessments

Industrial practices 
and uses of 
chemicals in 
processes

Testing statistics: by 
chemicals, by 
materials, by 
suppliers, by 
product types

KPI of suppliers: 
supplier pools 

mgmt
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Quantitative Risk Assessment and Sensible Testing

Confidence level (C) of passing a test for a test point

§ Test parameter (T)
§ Material type (M)
§ Raw material supplier (S)
§ Manufacturing factory (F)
§ Test History (H)

CT

M
S

F

H

)StarLIMSin  statistics testing,,(
),,,,(

MTgC
HFSMTfC

»
=
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Quantitative Risk Assessment and Sensible Testing

§ Test Matrix

§ C(i,j) could be computed from the database of LIMS and managed in CDMS

M1 M2 …… Mj-1 Mj

P1 C(1,1) C(1,2) …… C(1,j-1) C(1,j)

P2 C(2,1) C(2,2) …… C(2,j-1) C(2,j)

… …… …… …… …… ……

Pi-1 C(i-1,1) C(i-1,2) …… C(i-1,j-1) C(i-1,j)

Pi C(i,1) C(i,2) …… C(i,j-1) C(i,j)

Material type

Param
eters
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Applications
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a) Fixed the percentage points of testing – fixed budget

b) Quantify confidence level – fixed and known risk

c) Prioritization of testing in case of insufficient samples

d) Spot testing – supply chain management and in certification activities 

25-Sep-18



Sign-up for Consumer Products and Retail 
E-ssentials, TÜV SÜD’s complimentary 
newsletter that delivers updates on the 
latest regulations and standards, at 
www.tuv-sud.com/e-ssentials.

Stay informed and updated
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§ Growing concerns on the impact of 
chemicals used in production on 
environment and human health

§ Manufacturers and retailers must 
minimise the impact of hazardous 
chemicals on their supply chains, 
environment and consumers. 

Increased focus of 
impact of chemicals
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§ Establish a successful chemical 
management process integrated 
with a Chemical Management Data 
System (CDMS).  

§ This will allow you to compile and 
analyse data to increase the efficacy 
of your testing program. 

How to address the 
supply chain challenge?
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§ The CDMS is “a smart system”, with 
a core database, that collects and 
analyses your chemical test results 
in one space.  

§ It also makes specific 
recommendations to you to 
improving your testing program 
while reducing costs.

What is a Chemical Data 
Management System 
(CDMS)?
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Chemical Risk / 
Testing Management 

System

Production details
BOM, BOS with 
traceability info

Regulations
Information on chemicals, 
usages, materials, regions, 

countries

Chemical
Information on MSDS, RSL, TDS, 
phase out plans, precautions, risk 

assessments

Industrial practices
and uses of chemicals in 

processes

Testing statistics
by chemicals, materials, 

suppliers and product 
types

Suppliers
details like KPI, supplier 

pools management



§ An automatic BoM-comparison algorithm to return statistically significant “advice” by taking supplier chemical testing 
performance into consideration.

§ A mathematical model for uncorrelated data to compute the passing probabilities of materials and final products subject to 
predefined acceptance limits; a time-evolving probability calculation making use of a rolling time-frame concept to reflect 
dynamically the performance of suppliers; 

§ A predictive power to forecast the passing rates of raw materials or/and final products upon acceptance limit or evaluation 
criteria changes – The Risk Cube.

What are the CDMS’ key features?
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Thank you for your attention!
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Global website: www.tuv-sud.com/cps
Email address: cps@tuv-sud.com


