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Related Information

(n) CAA airworthiness directive 010-03—
99, dated April 12, 2002, also addresses the
subject of this AD.

Issued in Burlington, Massachusetts, on
October 20, 2003.
Jay J. Pardee,

Manager, Engine and Propeller Directorate,
Aircraft Certification Service.

[FR Doc. 03—27153 Filed 10-29-03; 8:45 am]
BILLING CODE 4910-13-P

DEPARTMENT OF ENERGY

Federal Energy Regulatory
Commission

18 CFR Parts 4, 5, 9, and 16
[Docket No. RM02-16-000]

Hydroelectric Licensing Under the
Federal Power Act; Correction

AGENCY: Federal Energy Regulatory
Commission, DOE.

ACTION: Final rule; correction.

SUMMARY: The Federal Energy
Regulatory Commission is correcting the
final rule concerning the process for
hydroelectric licensing under the
Federal Power Act that was published
on August 25, 2003.

EFFECTIVE DATE: October 24, 2003.

FOR FURTHER INFORMATION CONTACT: ]ohn
Clements, 202-502—8070.

SUPPLEMENTARY INFORMATION:

» The final rule published on August 25,
2003 at 68 FR 51070 is corrected as
follows:

PART 4—LICENSES, PERMITS,
EXEMPTIONS, AND DETERMINATION
OF PROJECT COSTS

§4.32 [Corrected]

= 1. On page 51115, in the third column,
in the amendment to § 4.32, Instructions
b. through d. are redesignated as
Instructions c. through e., and a new
Instruction b. is added to read as follows:
= b. In paragraph (a)(5)(vi), remove the
reference ““‘§ 16.7” and add in its place
the reference “§16.11”.

= 2. On page 51115, in the third column,
in the amendment to § 4.32, redesignated
instruction 6.e. is corrected to read as
follows:

= e. In paragraph (h), remove “Division
of Project Management”” and add
“Division of Hydropower “Environment
and Engineering” in its place.

3. On page 51116, in the first column,
in the text of § 4.32(b)(2), in the second
sentence, following the word
“application”, add the following phrase:
“on the Director of the Commission’s

Regional Office for the appropriate
region and”’.

§4.34 [Corrected]

4. On page 51116, in the second
column, in the text of § 4.34(b)(5),
paragraphs (b)(5)(ii) and (b)(5)(iii) are
correctly designated as paragraphs
(b)(5)(iii) and (b)(5)(iv) respectively, and
a new paragraph (b)(5)(ii) is added to
read as follows:

(ii) In the case of an application
process using the alternative procedures
of paragraph 4.34(i), the filing
requirement of paragraph (b)(5)(i) shall
apply upon issuance of notice the
Commission has accepted the
application as provided for in paragraph
4.32(d) of this part.

* * * * *

§4.38 [Corrected]

» 5. On page 51117, in the third column,
instruction 11.m. amending § 4.38(g)(1)
is removed (this instruction is a
duplicate of instruction 11.1.)

6. On page 51117, in the third
column, in the text of §4.38(a)(4), add
the phrase “Office of”” before the phrase
“Energy Projects”.

7. On page 51117, in the third
column, in the text of § 4.38(b), remove
the first occurrence of the reference
“§5.6” and add in its place “§5.5”.

§4.39 [Corrected]

8. On page 51119, in the second
column, in the text of § 4.39(a), remove
the sentence “Two duplicates must be
made on sheets of each original.”

9. On page 51119, in the third
column, in the text of § 4.39(a), add the
sentence “Potential applicants or
licensees may be required to file maps
or drawings in electronic format as
directed by the Commission.” to the end
of the paragraph.

§4.41 [Corrected]

10. On page 51120, in the first
column, the text of §4.41(h),
introductory text, is corrected as
follows:

a. In the second sentence, following
the phrase “In addition,” remove the
phrase “each exhibit G boundary map
must be submitted” and add in its place
““to the other components of Exhibit G,
the Applicant must provide the project
boundary data”.

b. In the third sentence, remove the
phrase “boundary map’’ and add in its
place the phrase “boundary data”, and
remove the phrase “+ 40” and add in its
place the phrase “+ 40”.

c. Remove the fourth sentence,
beginning with the phrase ‘“Three
copies” and add in its place the

following sentence: “Three sets of the
maps must be submitted on compact
disk or other appropriate electronic
media.”

§4.51 [Corrected]

11. On page 51120, in the second
column, the text of §4.51(e)(7) is
corrected to read as follows:

(7) An estimate of the cost to develop
the license application;

8§4.61 [Corrected]

12. On page 51120, in the third
column, in the text of § 4.61(c)(4),
remove the phrase “project which”” and

add in its place the phrase “projects
which”.

§4.70 [Corrected]

= 13. On page 51120, in the third
column, in the amendment to § 4.70,
instruction 18 is corrected to read as
follows:

= 18.In §4.70, remove the phrase “or
other hydroelectric project authorized by

IEIET)

Congress”.

PART 5—INTEGRATED LICENSE
APPLICATION PROCESS

§5.1 [Corrected]

14. On page 51121, in the third
column, the text of §5.1(d)(1), remove
the references “§5.2”" and “§5.3” and
add in their places the references
“§5.5”” and “§5.6”, respectively.

§5.3 [Corrected]

15. On page 51122, in the third
column, in the text of §5.3(c)(1)@11)(F),
remove the word ‘“commenter” and add
in its place the word ““applicant.”

§5.7 [Corrected]

16. On page 51127, in the first
column, in the text of §5.7, remove the
word “issuance” and add in its place
the word “filing”.

§5.9 [Corrected]

17. On page 51128, in the second
column, in the text of § 5.9(c), remove
the phrase “incur and set” and add in
its place the phrase “incur in order to
set”.

§5.15 [Corrected]

18. On page 51130, in the first
column, in the text of § 5.15(c)(7),
remove the number “15” and add in its
place the number “30”.

19. On page 51130, in the second
column, in the text of § 5.15(f), remove
the reference to paragraphs “(c)(4)-(7)”
and add in its place “(c)(2)-(7)".

§5.18 [Corrected]

20. On page 51131, in the second
column, in the text of § 5.18(a)(3)(i)(A),
remove the phrase “owner or record”
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and add in its place the phrase “owner
of record”.

§5.19 [Corrected]

21. On page 51135, in the third
column, in the text of §5.19(d), remove
the word ““publishing” and add in its
place the word “publish”.

§5.20 [Corrected]

22. On page 51136, in the first
column, in the text of § 5.20(b)(2),
paragraph (b)(2)(iii) is redesignated as
paragraph (b)(3).

§5.22 [Corrected]

23. On page 51136, in the second
column, in the text of §5.22(a),
introductory text, the word ““filing” is
removed.

24. On page 51136, in the second
column, in the text of § 5.22(a)(1),
remove the phrase “or §5.21;” and add
in its place the phrase “or §5.21);”.

§5.24 [Corrected]

25. On page 51137, in the first
column, in the text of § 5.24(c), remove
the phrase “and should” and add in its
place the phrase “‘as should”.

§5.27 [Corrected]

26. On page 51138, in the first
column, in the text of § 5.27(d), remove
the reference “§5.23”’ and add in its
place the reference ““§5.22”.

§5.28 [Corrected]

27. On page 51138, in the second
column, in the text of §5.28(c), remove
the phrase “§5.23” and add in its place
the phrase “§5.22”.

PART 9—TRANSFER OF LICENSE OR
LEASE OF PROJECT PROPERTY

§9.10 [Corrected]

28. On page 51139, in the second
column, above instruction 29, correct
the section heading to read: “§9.10
[Amended]”.

PART 16—PROCEDURES RELATING
TO TAKEOVER AND RELICENSING OF
LICENSED PROJECTS

§16.8 [Corrected]

= 29. On pages 51140-141, in the third
column of page 51140 and the first
column of page 51141, in the amendment
to § 16.8, redesignate Instructions h.
through p. as Instructions i. through q.,
respectively, and add after Instruction g.
the following instruction:

= h. In paragraph (c)(2), remove the
reference “(b)(4)(i)—(vi)” and add in its
place the reference ““(b)(5)(i)—(vi).”

30. On page 51141, in the first
column, the text of § 16.8(b)(2) add after
the word “exemption” the following
phrase: “or a potential applicant which

elects to use the licensing procedures of
Parts 4 or 16 of this chapter prior to July
23, 2005,”.

31. On page 51143, in the first
column, in the note preceding
Appendix A, “will appear” is corrected
to read “will not appear”.

Dated: October 24, 2003.
Magalie R. Salas,
Secretary.
[FR Doc. 03-27405 Filed 10-29-03; 8:45 am)|
BILLING CODE 6717-01-P

DEPARTMENT OF HEALTH AND
HUMAN SERVICES

Food and Drug Administration

21 CFR Part 866
[Docket No. 2003P-0450]

Medical Devices; Immunology and
Microbiology Devices; Classification of
the West Nile Virus IgM Capture Elisa
Assay

AGENCY: Food and Drug Administration,
HHS.

ACTION: Final rule.

SUMMARY: The Food and Drug
Administration (FDA) is classifying the
West Nile Virus IgM Capture Elisa assay
into class II (special controls). The
agency is taking this action in response
to a petition submitted under the
Federal Food, Drug, and Cosmetic Act
(the act) as amended by the Medical
Device Amendments of 1976 (the
amendments), the Safe Medical Devices
Act of 1990, and the Food and Drug
Administration Modernization Act of
1997 (FDAMA). The agency is
classifying this device into class II
(special controls) in order to provide a
reasonable assurance of safety and
effectiveness of the device. Elsewhere in
this issue of the Federal Register, FDA
is announcing the availability of a
guidance document that will serve as
the special control for the device.
DATES: This rule is effective December 1,
2003.

FOR FURTHER INFORMATION CONTACT:
Sally Hojvat, Center for Devices and
Radiological Health (HFZ—440), Food
and Drug Administration, 2098 Gaither
Rd., Rockville, MD 20850, 301-594—
2096.

SUPPLEMENTARY INFORMATION:

I. Background

In accordance with section 513(f)(1) of
the act (21 U.S.C. 360c(f)(1)), devices
that were not in commercial distribution
before May 28, 1976, the date of

enactment of the amendments, generally
referred to as postamendments devices,
are classified automatically by statute
into class III without any FDA
rulemaking process. These devices
remain in class III and require
premarket approval, unless and until
the device is classified or reclassified
into class I or II or FDA issues an order
finding the device to be substantially
equivalent, in accordance with section
513(i) of the act, to a predicate device
that does not require premarket
approval. The agency determines
whether new devices are substantially
equivalent to previously marketed
devices by means of premarket
notification procedures in section 510(k)
of the act (21 U.S.C. 360(k)) and 21 CFR
part 807 of the FDA regulations.

Section 513(f)(2) of the act provides
that any person who submits a
premarket notification under section
510(k) of the act for a device that has not
previously been classified may, within
30 days after receiving an order
classifying the device in class IIT under
section 513(f)(1) of the act, request FDA
to classify the device under the criteria
set forth in section 513(a)(1) of the act.
FDA shall, within 60 days of receiving
such a request, classify the device by
written order. This classification shall
be the initial classification of the device.
Within 30 days after issuing an order
classifying the device, FDA must
publish a notice in the Federal Register
announcing the classification.

On July 3, 2003, FDA received a
petition submitted under section
513(f)(2) of the act by PANBIO, Ltd.
seeking an evaluation of the automatic
class III designation of its West Nile
Virus IgM Capture Elisa Assay. In
accordance with section 513(f)(1) of the
act, FDA issued an order automatically
classifying the West Nile Virus IgM
Capture Elisa Assay in class III because
it was not substantially equivalent to a
device that was introduced or delivered
for introduction into interstate
commerce for commercial distribution
before May 28, 1976, or a device that
was subsequently reclassified into class
I or II. After reviewing information
submitted in the petition, FDA
determined that the West Nile Virus IgM
Capture Elisa Assay can be classified in
class IT under the generic name, West
Nile Virus, Serological Reagents, with
the establishment of special controls.
West Nile virus serological reagents are
devices that consist of antigens and
antisera for the detection of anti-West
Nile virus IgM antibodies, in human
serum, from individuals that have signs
and symptoms consistent with viral
meningitis/encephalitis. The detection
aids in the clinical laboratory diagnosis
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