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Page 2, line 8: 1 

Delete ", drug," 2 

Insert "drug composed solely of fluids, electrolytes, and sugars" 3 

 4 

Page 2, line 13: 5 

Delete the second occurrence of "and" 6 

 7 

Page 2, lines 14 - 16: 8 

Delete all material and insert: 9 

"(B)  the wholesale drug distributor  10 

(i)  delivers the dialysate drug or device directly to a 11 

patient with end-stage renal disease, or to the patient's designee, 12 

for the patient's self-administration of dialysis therapy; 13 

(ii)  uses a bar code scanning and verification system 14 

confirming that the dialysate drug or device selected to fill the 15 

patient-specific order matches the information on the patient-16 

specific label; and 17 

(iii)  has additional secondary accuracy and delivery 18 

checks in place; and 19 

(C)  a licensed pharmacist serves as a consultant to the 20 

wholesale drug distributor to 21 

(i)  conduct a retrospective audit of 10 percent of the 22 

dialysate drug and device orders provided directly to patients 23 
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processed by the wholesale drug distributor every month; and 1 

(ii)  perform assessments at least twice monthly to 2 

ensure quality of product storage, handling, and distribution by the 3 

wholesale drug distributor;" 4 


