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BioTime, Inc.

OB-NDA 20-0592

Hextend®, (6% Hetastarch in Lactated Electrolyte Injection)

May 23, 2002

Dr. Linda Smallwood

Office of Blood Research and Review

Center for Biologics Evaluation and Research


Via Federal Express
Food and Drug Administration




    (301) 827-4894

1401 Rockville Pike, HFM 302

Rockville, MD 20852-1448

RE:
Blood Products Advisory Committee Meeting, June 14, 2002

Dear Dr. Smallwood:

Reference is made to the Blood Products Advisory Committee Meeting, June 14, to discuss and make recommendations on the warning label for hetastarch and bleeding. Reference is also made to our discussion on May 17, 2002, as to BioTime’s request to make a presentation in support of our product, Hextend, at the Advisory Committee Meeting. We agreed that BioTime will supply supporting information for the committee's consideration in electronic format and hard copy no later than May 24, 2002. Speaker’s name will be provided as soon as possible but no later than June 3.

Enclosed is a summary for a presentation designed to show that Hextend® (6% Hetastarch in Lactated Electrolyte Injection) does more than expand plasma volume compared to saline based products. Hextend is formulated to provide better management of blood chemistry and physiology resulting in better patient outcomes.

We present evidence that demonstrates that both in cardiac surgery and non-cardiac elective surgery, patients treated with Hextend® had significantly less loss of blood and less need for blood and blood products versus those treated with 6% hetastarch in 0.9% sodium chloride. 
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Hextend®, (6% Hetastarch in Lactated Electrolyte Injection) 
Surgical patients treated with Hextend® lost less blood and had a reduced requirement for blood products, better renal function and less hyperchloremic metabolic acidosis compared to patients treated with 6% hetastarch in 0.9% sodium chloride. Compared to those treated with albumin, Hextend® patients had a similar requirement for blood and blood products, lost similar quantities of blood during cardiac surgery, but had a superior outcome regarding renal function, postoperative pain and nausea, and return of gastrointestinal function. 

The conclusion from all these studies is that Hextend® is a different product than 6% hetastarch in 0.9% sodium chloride and not simply starch in saline, and thus should not receive a warning label that indicates it causes bleeding.

Also enclosed are copies of the references cited in the summary. They are provided in hard copy and electronically, predominantly in Word format. As some of the files are large (scanned from hard copy) I have provided them on CD and Zip disk.

As we discussed, BioTime understands and will permit public disclosure of submitted documents, except those that will be marked or designated "CONFIDENTIAL".

Also enclosed is a Package Insert for Hextend.

If there are any questions please do not hesitate to contact me at (510) 845-9535.

Sincerely,

Harold Waitz, Ph.D.

Vice President, Regulatory Affairs

Enclosures:

CD with electronic versions

Zip Disk with electronic versions

30 copies of::

Cover letter

Executive summary

Package Insert
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