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Page 4 - Myozyme Clinical Inspection Summary

b. General observations/commentary: Review of the records showed no violations of
the federal regulations. We noticed that two subj ects only, # 7 i 0 and 713
completed the study at site 29, the rest left after at least week 26 to complete the
study in other centers near their residences but all came back to site 29 for
efficacy measures. Two subjects (#706 and 711) had an early termination, 706
had a family emergency after week 50 and then later went on commercial
Myozyme and 71 i left after week 32 and went on commercial Myozyme.

c. Assessment of data integrity: The data from this site are reliable and can be used
in support of the BLA.

iv. OVERALL ASSESSMENT OF FINDINGS AND RECOMMENDATIONS

The data from the above 3 sites inspected are reliable and can be used in support of the
BLA. As noted above, observations for the two sites of Dr. Ans Van der Ploeg are based
on communications with the field investigator. An inspection summary addendum will
be generated if conclusions change upon receipt and review of the EIRs.

Khairy Malek, M.D.
Good Clinical Practice Branch i
Division of Scientific Investigations
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