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Administration, Piccard Dr., Rockville, 
MD 20857, 301–827–7010. 

SUPPLEMENTARY INFORMATION: In FR Doc. 
04–5302, appearing on page 11310 in 
the Federal Register of Wednesday, 
March 10, 2004, the following 
correction is made: 

§ 807.22 [Corrected] 

On page 11311, in the third column, 
in part 807, amendatory instruction no. 
6 is corrected to read as follows: 

� ‘‘6. Section 807.22 is amended by 
revising paragraphs (a) and (b) to read 
as follows: 

§ 807.22 How and where to register 
establishments and list devices. 

(a) The first registration of a device 
establishment shall be on Form FDA– 
2801 (Initial Registration of Device 
Establishment). Forms are available 
upon request from the Office of 
Compliance, Center for Devices and 
Radiological Health (HFZ–308), Food 
and Drug Administration, 9200 
Corporate Blvd., Rockville, MD 20850– 
4015, or from Food and Drug 
Administration district offices. 
Subsequent annual registration shall be 
accomplished on Form FDA–2891a 
(Annual Registration of Device 
Establishment), which will be furnished 
by FDA to establishments whose 
registration for that year was validated 
under § 807.35(a). The forms will be 
mailed to the owner or operators of all 
establishments via the official 
correspondent in accordance with the 
schedule as described in § 807.21(a). 
The completed form shall be mailed to 
the address designated in this paragraph 
30 days after receipt from FDA. 

(b) The initial listing of devices and 
subsequent June and December 
updatings shall be on form FDA–2892 
(Medical Device Listing). Forms are 
obtainable upon request as described in 
paragraph (a) of this section. A separate 
form FDA–2892 shall be submitted for 
each device or device class listed with 
the Food and Drug Administration. 
Devices having variations in physical 
characteristics such as size, package, 
shape, color, or composition should be 
considered to be one device: Provided, 
The variation does not change the 
function or intended use of the device. 
In lieu of form FDA–2892, tapes for 
computer input or hard copy computer 
output may by submitted if equivalent 
in all elements of information as 
specified in form FDA–2892. All 
formats proposed for use in lieu of form 
FDA–2892 require initial review and 
approval by the Food and Drug 
Administration.’’ 

Dated: April 2, 2004. 
Jeffrey Shuren, 
Assistant Commissioner for Policy. 
[FR Doc. 04–8022 Filed 4–7–04; 8:45 am] 
BILLING CODE 4160–01–S 

DEPARTMENT OF HOMELAND 
SECURITY 

Coast Guard 

33 CFR Part 117 

[CGD07–04–035] 

Drawbridge Operation Regulations; 
Jensen Beach (SR 707) Bridge, Atlantic 
Intracoastal Waterway Mile 981.4, 
Stuart, FL 

AGENCY: Coast Guard, DHS. 
ACTION: Notice of temporary deviation 
from regulations. 

SUMMARY: The Commander, Seventh 
Coast Guard District, has approved a 
temporary deviation from the 
regulations governing the operation of 
the Jensen Beach (SR 707a) (Frank A. 
Wacha) Bridge across the Atlantic 
Intracoastal Waterway, mile 981.4, 
Stuart, Florida. This deviation allows 
the bridge to operate only a single-leaf 
opening with a double-leaf opening 
available with a three-hour notice to the 
bridge tender during certain times of the 
day. 
DATES: This deviation is effective from 
8 a.m. on March 31 until 5 p.m. on April 
30, 2004. 
ADDRESSES: Material received from the 
public, as well as documents indicated 
in this preamble as being available in 
the docket [CGD07–04–035] will 
become part of this docket and will be 
available for inspection or copying at 
Commander (obr), Seventh Coast Guard 
District, 909 S.E. 1st Avenue, Miami, 
Florida 33131–3050 between 7:30 a.m. 
and 4 p.m., Monday through Friday, 
except Federal Holidays. 
FOR FURTHER INFORMATION CONTACT: Mr. 
Michael Lieberum, Project Officer, 
Seventh Coast Guard District, Bridge 
Branch at (305) 415–6744. 
SUPPLEMENTARY INFORMATION: The 
Jensen Beach (SR 707a) (Frank A. 
Wacha) Bridge across the Atlantic 
Intracoastal Waterway, mile 981.4, 
Stuart, Florida, is a double-leaf bascule 
bridge with a vertical clearance of 24 
feet above mean high water (MHW) 
measured at the fenders in the closed 
position with a horizontal clearance of 
90 feet. The current operating regulation 
in 33 CFR 117.261(o) requires that the 
draw shall open on signal; except that 
from December 1 through May 1, from 

7 a.m. to 6 p.m., Monday through 
Friday, except Federal holidays, the 
draw need open only on the hour and 
half-hour. 

On February 4, 2004, the bridge 
owner, Florida Department of 
Transportation, requested a deviation 
from the current operating regulations to 
allow the owner and operator to only 
open a single-leaf of this bridge from 7 
a.m. to 6 p.m. daily, Monday through 
Friday, March 23 through April 30, 
2004, with a double-leaf opening 
available with a three hour notice to the 
bridge tender. This deviation is 
necessary to protect workers’ safety 
during the construction of the new 
fender system. The Commander, 
Seventh Coast Guard District, has 
granted a temporary deviation from the 
operating requirements listed in 33 CFR 
117.261(o) to complete repairs to the 
bridge fender system. Under this 
deviation, the Jensen Beach (SR 707) 
Bridge, Atlantic Intracoastal Waterway 
mile 981.4, Stuart, Florida, shall only 
open a single-leaf of this bridge from 7 
a.m. to 6 p.m. daily, Monday through 
Friday, March 31 through April 30, 
2004, with a double-leaf opening 
available with a three hour notice to the 
bridge tender. 

Dated: March 29, 2004. 
Greg Shapley, 
Chief, Bridge Administration, Seventh Coast 
Guard District. 
[FR Doc. 04–7957 Filed 4–7–04; 8:45 am] 
BILLING CODE 4910–15–P 

DEPARTMENT OF HOMELAND 
SECURITY 

Coast Guard 

33 CFR Part 165 

[COTP San Francisco Bay 04–006] 

RIN 1625–AA00 

Security Zone; Suisun Bay, Concord, 
CA 

AGENCY: Coast Guard, DHS. 
ACTION: Temporary final rule. 

SUMMARY: The Coast Guard is 
establishing temporary security zones in 
the navigable waters of the United 
States adjacent to two piers at the 
Military Ocean Terminal Concord 
(MOTCO), California (formerly United 
States Naval Weapons Center Concord, 
California). In light of recent terrorist 
actions against the United States, these 
security zones are necessary to ensure 
the safe onloading and offloading of 
military equipment and to ensure the 
safety of the public from potential 
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