
Elisabeth George 
Quality and Regulatory Manager 
Agilent Technologies, Inc. 
Patient Monitoring Division 
3000 Minuteman Road MS0490 
Andover, MA 01810-1099 

Re: Docket No. OOP- I258 
Fetal Spiral Electrodes 

Dear Ms. George: 

This responds to the citizen petition, filed on April 12,2000, on behalf of Agilent Technologies, 
Inc. (Agilent) and GE Marquette Medical Systems (GE), requesting a temporary variance from 
compliance with the Performance Standard for Electrode Lead Wires and Patient Cables. Your 
petition asked that the Food and Drug Administration (FDA) extend the effective date of the 
performance standard to September 9, 2000, for the entire fetal scalp electrode (FSE) industry. 
There is currently a manufacturing shortage of electrode adapters used to connect compliant 
FSEs to currently marketed fetal/maternal monitors. Until that shortage can be resolved, the 
requested variance would allow user facilities to continue to use non-compliant FSEs until they 
can convert to the new compliant electrode and adapter. Your petition also asked that until 
September 9,2000, distributors be allowed to distribute non-compliant FSEs, as needed, to user 
facilities that have exhausted their supply. 

Your variance request is granted. Our decision is based on concerns about the potential for 
shortages of fetal scalp electrodes in some healthcare facilities, caused by implementation delays 
faced by. manufacturers. User facilities may continue to use their non-compliant FSEs until they 
receive new compliant electrodes and adapters, at which time they are expected to dispose of 
their remaining stock of non-compliant FSEs. By September 9,2000, all user facilities must 
have converted to FSEs that comply with the performance standard. 

We understand that all manufacturers of fetal/maternal monitors face the same shortage of FSE 
adapters. Accordingly, we will notify the other FSE manufacturers that an approved variance is 
considered effective for all manufacturers of FSEs. 

As a condition of this action, you and other FSE manufacturers are requested to notify health 
care providers of this temporary variance. Please prepare a notification letter to your existing 
customers notifying them of the specific provisions of this variance, their obligation to be in full 
compliance with the performance standard by September 9,2000, and your anticipated delivery 
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Page 2 - Agilent Technologies, Inc 

discontinue use of non-compliant electrodes as soon as new compliant electrodes and adapters 
are received. The letter should issue to your customers within 15 calendar days of your receipt 
of this letter, with a copy submitted to the Office of Compliance, HFZ-340, Center for Devices 
and Radiological Health, 2094 Gaither Road, Rockville, Maryland 20850. 

I trust that this response fully addresses your concerns. If additional information is required, 
please contact Sharon Murrain-Ellerbe in our Office of Compliance at (301) 594-4616. 

Sincerely yours, 

Linda S. Kahan 
Deputy Director for Regulations and Policy 
Center for Devices and Radiological Health 

cc: Pamela S. Krop 
Vice President and General Counsel 
GE Marquette Medical Systems, Inc. 
8200 W. Tower Avenue 
Milwaukee, Wisconsin 53223 


