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Aims of this presentation

 Explain what is a LOA

« Show advantages of LOA
electronic sales

e Remove concerns in regards
to LoA sales as lead registrant




What 1s iIn a LOA?

« Name of owner of data
(legal entity granting the
right)

« Name of grantee(s)

 UU-ID grantee(s)

e Substance name

« Tonnage band

e |Information covered




What IS In

Letter of Access to the Registration Dossier of { Field 11 } {{ Field & }) for
REACH Registration by the members of the {Field 1} Cons ortium

Subject: Letter of Acoess for the registration of the Substance under
Regulation (EC) Mo 190772005 of the European Padiament and of
the Council of 18 December 2006 conceming infer siia the
Registration, Eveluation, Authonsation and Restrction of Chemicals
["REACHT

Dwear Sirs,

Subject to the terms set forth in the SIEF agreement between { Field 4 } and the
members of the REACH { Field 1 } consprtium represented by the Lead Registrant {
Field 3 } and in consideration of the payment of the relevant Joint Registration
compensation, by this letter, the consortium members of the { Field 1} agree that the
REACH Registration Dossier, including data, studies, summanes, waiving
argumentations, reasoning of testing proposals andfor assessments, owned by
Members of the Consortium and submitted in support of the registration under
REACH of the Substance, may be refemed by the Grantee { IF "{ FIELD & }* == ""
"and its affiiates” "™}, in order to support its'their registration of the Substance under
REACH.

It is agreed that:

1. Therght to referis restricted only for the registration purpose as specified above.

2. Thenght to referis solkely granted in favourof the Grantee and is not transferable
to any otherentity or person, except as explicitly stated in the S1EF agreement.

3. This Letterof Access shall in no event be construed as granting the Grantee any
property nghts.

GRANTEE: { Field 4} (UL-ID: { Field 153)
{ IF{ Fiski 22 } <= " ““Representing:” ™ }{ Fieki 22 }{ IF { Fiekd 22 }
St [Eld 231
{IF "{FIELD 5} <="""and its affiiates:" "}
{Field 5}

SUBSTANCE: { Field 11} [{ Fiald 81
TYPE OF DOSSIER: { Field & }

Sinceraly |

For. The members of { Field 1},
represented by ReachCentrum.

" Regulation (EC) No 120772006 of the European Parliament and of the Couwncil of 18
December 236 conceming the Registration, Evaluation, Authorisation and Restriction of
Chemicals (REACH)

RaachC anrum SPRL Page { PAGE }af { NUMPAGES }
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Determination of price

Communication to SIEF

Sign SIEF agreement

Calculate price LOA

(= commitment to buy)

Count number of Sign SIEF agreement + buy
commitments LoA

Calculate f'inall price LOA Count number of sold LoA’s

Determine ‘final’ price LoA




Duties Lead Registrant

Communication

* General information to SIEF members
* Answering questions
» Handling direct competitors

Involvement of accountancy department

» Calculate all costs and determine price Letter of Access
* Check black listed countries

* Prepare invoice

* Follow up payment

* Making credit notes and excuting reimbursements

Administration

» Collect and process signed SIEF agreements

» Sending of Letter of Access and other documents
» Updating of Letter of Access

* Check used tokens in REACH IT

* Archiving all documentation




Sales before and after 2010 deadline
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Based on actual sales by ReachCentrum for 2010 dossiers
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30,0
25,¢
20,¢
15,0

Expected number of LOA’s per SIEF

10,0
50
0,0

Estimation, based on average number of sales in 2010 and expected registrants in 2013 and 2018



Selection of an electronic system
]

« Easy process for dealing with Letters of Access by
Lead Registrant

« Easy to access the system (via internet)

« Easy process to obtain Letters of Access by REACH
registrants and follow status

« Easy process to (partially) retrieve investments in
REACH dossier by Lead Registrant

« Easy process to reimburse early registrants in later
tiers



Overview of an electronic system

Data entry (XML)

Communication Invoice

Select product
Create account
Sigh commitment

Check commitments

Set price Letter of Access

Token

Purchase LoA Create invoice

Choose payment Check payment
type Issue LOA + token

Follow status Reimbursement

Credit note
Reimbursement

Login Create credit note
Specify bank details

[\ N\




Some other advantages
]

o Standardized process

o Suitable for other processes, like authorisation, but
also other regulations, e.g. biocides

« Sales of individual studies, much easier

 Costs are relatively low compared to costs for the
Lead Registrant dealing with the process



| etters of Access: conclusion

Communicate (cl)early
(especially on content,
price and how you got to
the price)

Use multiple platforms

for your communication

Use an automated (e.g. REACH IT, general
system to sell consortium website,
SIEF platform, etc.)




Aims of the presentation

Explain what is involved in
regards to LOA’s

Explain advantages of LOA
electronic sales

Take away concerns in
regards to LoOA sales as lead
registrant » Yy 1
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THANK YOU!

For questions:
mme@reachcentrum.eu

Turning our REACH expertise into practical help for industry
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