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Eye-Care Industries

European Economic Interest Grouping designate
23 March 2000

Please reply to:

Dr B R Matthews, Acting Secretary
Bye-Care Industries EEIG (designate)
c/o Alcon Laboratories (UK) Ltd
Pentagon Park, Boundary Way

Hemel Hempstead, HP2 7UD, UK
Tel: +44 1442 341 176 Fax:  + 44 1442 341 280 e-mail: 1t09@dial.pipex.com

Professor Rolf Bass

ICH - Technical Co-ordination .

EMEA .
7 Westferry Circus q? Z C Ce
Canary Wharf

London E14 4HB

Dear Professor Bass,

Clinical investigation of medicinal products in the paediatric population
CPMP/ICH/2711/99 draft

Please find attached our comments on this draft guideline.

Yours sincerely,

Brian Matthews.
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Clinical investigation of medicinal products in the paediatric population
CPMP/ICH/2711/99 draft

The document includes a discussion of the circumstances under which specific studies are
required for paediatric usage of pharmaceuticals. The list on page 3/12 does not include the
route of administration, which may be an 1rnpoxtant factor for some classes of products such as
eye drops and eye ointments.

One important factor to consider here is the low systemic availability likely to result from many
ophthalmic produtts. The ability to undertake pharmacokinetic studies with such products may
be limited in any case by the availability of suitable analytical methods even when using the best
available technology. The need for and practicality of such studies could be appropriately
addressed in the guideline.

Many of the criteria for study according to the draft guideline are designed for oral or other
systemic administration routes. It would be helpful to insert a proviso that the omission of such
studies should be justified in the case of routes of administration unhkely to achieve significant
systemic exposure - eg ophthalmic products.

B R Matthews
for the Eye-Care Industries




