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Page 4, Iine 8, after the semicolon, insert "and".

Page 4, line 12, strike "1 and" and insert a period

Page 4, strike lines 13 through 17

Page 5, line 19, insert ", using accepting clinical

standards" af],rcr "activities".

Page 7, line 2, insert ", using accepting clinical

standards'' after''activities''.

Page 7, beginning on line 6, strike "to the extent

collected under the applicable clinical protocol or in the

ordinary course of care,".

Page 7, line 10, insert "and any follow-up care pro-

vided" after "eventst'.

Page 9, line 20, strike "or expansion" and insert ",

expansion, or cessationt'.

Page 18, strike line 7 and insert the following new

paragraphs (and resdesignate accordingly):
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1 (5) a summary of the contents of the periodic

2 reports required under section 2(e)(3);

3 (6) an evaluation of efficacy and clinical out-

4 comes reported" by eligible entities in receipt of a

5 grant'urtder thisihcti using aceepted cliniea,l sta,nd-

6 ards;

7 (7) a recommend"ation with respect to the

8 feasability and advisability of continuing or expand-

9 ing the grant programs under this Act; and
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