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19 June 2008 NIBSC
Registration: 12h00 onwards B
13h00 Welcome and Introduction: S. Keitel, EDQM ! \ P
o 0 BT

CONTAMINATION OF HEPARIN — CURRENT SITUATION AND PERSPECTIVES

Chair: D. Abernethy, USP
Presentation of situation

Data from the field — market surveillance — batch results

13h10  European Control Authorities/ OMCL — synoptic view point from the Network by EDQM

13h25 Summary of recent events

Reaction from the licensing authorities

13h55 EU: AFSSAPS , BFARM
14h30  Japan: MHLW
14h45  Australia: TGA

Possible solutions for the future — view points from industry and academia

15h00 APP
15h15 Baxter
15h30 — 16h00 Coffee break
16h00 Leo Pharma
16h15 Sandoz
16h30 Sanofi-Aventis
16h45 Gland Pharma Ltd
17h00  Loyola University

Pharmacopoeias — plans for revision

17h15 European Pharmacopeia
17h30 Japanese Pharmacopeia
17h45 United States Pharmacopeia

18h00 Open discussion of Session 1 (End: 19h00)



20 June 2008
SESSION 2
GLOBAL HARMONISATION
Chair: E. Gray/B. Mulloy, NIBSC

8h30 Pietro Bianchini: an appreciation of his life and work

Are current pharmacopoeial methods adequate for quality control of unfractionated heparin?
What new methods might be considered and why?

8h40 Characterization of UFH samples from the past decade
* Physico-chemical characterisation
= 9h00 FDA perspective on heparin — characterization and analytical
considerations
9h20 Possible “expander” contaminants of heparin
9h30 NMR spectroscopic evaluation of heparin for pharmacopoeial purposes

9h45 Advanced techniques suitable for commercial heparin and LMM heparin
characterization

10h00 Qualitative and quantitative NMR analysis of heparin and contaminants

10h15 — 10h45 Coffee break

10h45 Electrophoretic method to separate and quantify contaminant in heparin

11h00 Quantification of dermatan sulfate in heparin (
Open discussion: what is “pure” heparin? Should the criteria be global?

Harmonisation of methods for estimation of potency

11h30 Replacement of the 5™ IS for unfractionated heparin

11h35 A general chromogenic substrate based heparin assay

11h50 The development of a plasma free, chromogenic, anti-factor Ila pharmacopoeial assay for UFH

12h05 Harmonisation of pharmacopoeial methods?

12h20 Open discussion

13h00 — 14h30  Lunch



SESSION 3

LOW MOLECULAR WEIGHT HEPARIN
Chair: J-M. Spieser, EDQM

Unfractionated heparin as starting material for LMW heparins

Are current compendial methods for unfractionated heparin adequate to control quality of LMW
heparins? Additional characterisation tests:

14h30 PCR to control origin of species
14h45 Open discussion

Characterisation of LMW heparins
15h25 Low molecular weight heparin characterisation: past and current views

15h45 Laser light scattering characterization of LMMH; comparison of molecular weight
distribution methods

16h00 — 16h30 Coffee break

Compendial aspects: is current monograph specification of LMM heparins sufficient to control
the quality of both innovator and biosimilar products?

16h30 United States Pharmacopeia
16h45 European Pharmacopoeia
17h00 Japanese Pharmacopoeia

17h15 Need for harmonisation. Comparison of pharmacopoeial methods: Discussion

17h45 Open Discussion

18h30 Conclusion



