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PART 145—COMMISSION RECORDS 
AND INFORMATION6. The authority citation for Part 145 continues to read as follows:

Authority: Pub. L. 89-554, 80 Stat. 383, Pub. 
L. 90-23,81 Stat. 54, Pub. L. 93-502, 88 Stat. 
1561-1564 (5 U .S .C . 552); Sec. 101(a), Pub. L. 
93-463, 88 Stat. 1389 (7 U .S .C . 4a(j)); Pub. L. 
99-570.7. Section 145.5 is amended by redesignating paragraphs (d)(l)(i)(C) through (d)(l)(i)(F) as paragraphs (d)(l){i)(E) through (d)(l)(i)(H), and by adding new paragraphs (d)(l)(i)(C) and (d)(l)(i)(D) to read as follows:

145.5 Disclosure of nonpublic records.(d) * * *
(1) * * *(i) * * * /(C) The following portions, and footnote disclosures thereof, of the Form 1-FR-FCM required to be filed pursuant to § 1.10 of this chapter (effective on and after March 1988), provided the procedure set forth in § 1.10(g) of this chapter is followed: The Statement of Income (Loss), the Statement of Cash Flows, the Statement of Changes in Ownership Equity, the Statement of Changes in Liabilities Subordinated to the Claims of General Creditors Pursuant to a Satisfactory Subordination Agreement, and the accountant’s report on material inadequacies filed under -§ 1.16(c)(5) of this chapter;(D) The following portions, and footnote disclosures thereof, of the Formfiled pursuant to § 1.10(k) of this chapter, provided the procedure set forth in § 1.10(g) of this chapter is followed: the Statement of Income (Loss), the Statement of Cash Flows, the Statement of Changes in Ownership Equity, the Statement of Changes in Liabilities Subordinated to the Claims of General Creditors Pursuant to a atisfactory Subordination Agreement, j  accountant’s report on material inadequacies filed under § 1.16(c)(5) of this chapter;

§ 147.3 General requirement of open 
meetings; grounds upon which meetings 
may be closed.★  ★  * * *( b ) * * *(4) * * *(i) * * *(A * * *(3) The following portions, and footnote disclosures thereof, of the Form 1-FR-FCM required to be filed pursuant to § 1.10 of this chapter (effective on and after March 1988), provided the procedure set forth in § 1.10(g) of this chapter is followed: The Statement of Income (Loss), the Statement of Cash Flows, the Statement of Changes in Ownership Equity, the Statement of Changes in Liabilities Subordinated to the Claims of General Creditors Pursuant to a Satisfactory Subordination Agreement, and the accountant’s report on material inadequacies filed under§ 1.16(c)(5) of this chapter;(4) The following portions, and footnote disclosures thereof, of the Form 1-FR-IB filed pursuant to § 1.10(k) of this chapter, provided the procedure set forth in § 1.10(g) of this chapter is followed: The Statement of Income (Loss), the Statement of Cash Flows, the Statement of Changes in Ownership Equity, the Statement of Changes in Liabilities Subordinated to the Claims of General Creditors Pursuant to a Satisfactory Subordination Agreement, and the accountant’s report on material inadequacies filed under § 1.16(c)(5) of this chapter;* * * * *Issued in Washington, DC, on February 9, 1988, by the Commission.Jean A. Webb,
Secretary of the Commission.[FR Doc. 88-3133 Filed 2-16-88; 8:45 am] BILLING CODE 6351-01-M
DEPARTMENT OF HEALTH AND 
HUMAN SERVICES

Food and Drug Administration

21 CFR Part 16

{¡¡S’ 147—OPEN COMMISSION
m e e t in g s8- The authority citation for Part 147 continues to read as follows:

Sec- 3(al> Pub. L. 94-409, 90 St 
U ,S ,C - 552bl; Sec- 101(a)(ll), Pub. L 

93-463, 88 Stat. 1391 (7 U.S.C. 4a(j)).a ^6Ĉ 0n is amended by ¡¡*e8if nating Paragraphs (b)(4)(i)(A)(.as paragraphs
m m *  through (b)(4)(i)(A)(fl), a i a  n T 8 new Paragraphs (b)(4)(i)(Aj and (b)(4)(i)(A)(4) to read as follows:

[Docket No. 86N-0358]

Regulatory Hearing Before the Food 
and Drug Administration
a g e n c y ; Food and Drug Administration. 
a c t io n : Final rule.
s u m m a r y : The Food and Drug Administration (FDA) is amending its regulations governing regulatory hearings before the agency to provide that the Commissioner of Food and Drugs may deny such a hearing, in whole or in part, upon a determination

that no genuine arid substantial issue of fact has been raised by the submission of the person requesting the hearing. The amendment also authorizes the presiding officer for such a hearing to issue a summary decision, subject to appeal to the Commissioner or the Commissioner’s delegate, on any issue in the hearing with respect to which the presiding officer determines, based on the material submitted by the parties, that there is no genuine and substantial issue of fact in dispute.
DATE: Effective March 18,1988.
FOR FURTHER INFORMATION CONTACT: Tenny P. Neprud, Jr., Division of Regulations Policy (HFC-220), Food and Drug Administration, 5600 Fishers Lane, Rockville, MD 20857. 301-443-3480. 
SUPPLEMENTARY INFORMATION:

BackgroundIn the Federal Register of December 1, 1986 (51 FR 43217) (corrected on December 12,1986 (51 FR 44863)), FDA issued a proposed rule to amend Part 16 of FDA’s regulations governing informal regulatory hearings before the agency (21 CFR Part 16) to provide for administrative summary judgment by the Commissioner and for summary decision by the presiding officer for such hearings. The agency provided until January 30,1987, for interested persons to submit written comments on the proposal.The agency now is issuing a final rule which adds new § 16.26 to Part 16.Under § 16.26(a), if the Commissioner determines that the submission of the person requesting a hearing does not raise any genuine and substantial issue of fact, the Commissioner may deny a hearing, in whole or in part, and resolve any legal or policy issues. Should the Commissioner determine that a hearing is not justified, the Commissioner is required to give written notice to the parties explaining why the hearing was denied. Section 16.26(b) applies after a hearing has been granted by the Commissioner. This provision permits the person who has been designated presiding officer under § 16.22(c) to issue a summary decision on any issue, if he or she determines from the material submitted that there is no genuine and substantial issue as to any fact respecting that issue. The presiding officer’s decision is subject to review by the Commissioner under § 16.26(c).The authority granted the Commissioner under new § 16.26 (a) and(c) may also be exercised by another FDA decisionmaker to whom the authority to issue a final decision on the matter has been redelegated (e.g., the
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Comments on the Proposed RuleIn response to the proposal, FDA received comments from a pharmaceutical manufacturer and from a trade association representing manufacturers and distributors of generic drugs. The following is a summary of the comments and the agency’s response to them.1. One comment asserts that Part 16 hearings are not limited to factual questions. Referring to the statutory and regulatory sections listed in § 16.1(b) (1) and (2) under which regulatory hearings are available, the comment suggests that there are many situations in which regulatory hearings involve the determination of nonfactual issues. The comment argues that permitting the denial of a hearing when a genuine and substantial issue of fact has not been shown to exist would limit the availability of informal hearings to a narrower set of circumstances than those intended by the original rule. The comment concludes that § 16.26 would therefore operate to the detriment of the rights of a party requesting such a hearing.FDA disagrees with this characterization of Part 16 hearings. The primary purpose of a regulatory hearing under Part 16 is to resolve factual questions. Section 16.1 describes the scope of Part 16 and provides in pertinent part:

The procedures in this part apply when:
(a) The Commissioner is considering any 

regulatory action, including a refusal to act, 
and concludes, as a matter of discretion, on 
the Commissioner’s initiative or at the 
suggestion of any person, to offer an 
opportunity for a regulatory hearing to obtain 
additional information before making a 
decision or taking action. [Emphasis added.]That the primary purpose of a Part 16 hearing is to resolve factual questions is confirmed by the preamble to the proposed rule to establish Part 16, which stated: “(Part 16] would govern all informal fact-finding hearings held by the Food and Drug Administration * * *" (40 FR 40682, 40712; September 3, 1975) (Emphasis added). If a genuine and substantial issue of fact has not been shown to exist, any remaining issues of law and policy surrounding an agency action or proposed, action are not matters to be resolved in a factfinding hearing. (Compare 21 CFR 12.24(b)(1).) Under such circumstances a hearing would not serve any useful purpose; the issues of law and policy will be resolved by the decisionmaker on the basis of applicable statutory

provisions, regulations, and policies. Therefore, a provision allowing the agency to eliminate an unnecessary hearing does not infringe upon any party’s rights, because there is no right to a regulatory hearing on a nonfactual issue.2. One comment claims that Part 16 hearings, because of their informal nature, do not require significant resources. Consequently, the comment continues, a summary judgment provision would not reduce agency expenditures significantly. The comment concludes that the proposed amendments to Part 16 are therefore unnecessary.FDA disagrees with this comment. In the agency’s experience, regulatory hearings under Part 16 can, in fact, be extremely resource-intensive. Such hearings require the services of agency managers and staff, outside experts, and counsel. In the absence of a summary judgment provision, however, FDA must hold a hearing under Part 16 when one is requested even if no genuine and substantial issue of fact exists (see 51 FR 43218). By eliminating this inefficient use of its resources, FDA will be better able to devote the resources it now commits to such hearings to protecting the public health, in accord with its mandate under the Federal Food, Drug, and Cosmejtic Act and the other statutes it administers. Beyond that, there is simply no reason grounded in law or policy for FDA to have to hold a hearing under Part 16 when a genuine and substantial issue of fact has not been shown to exist.3. One comment argues that the proposed rule is inherently inconsistent. In support of this argument, the comment notes that the technical rules of evidence do not apply to the conduct of a regulatory hearing under Part 16, and cites the preamble to the final rule establishing Part 16, which stated that the presiding officer at an informal hearing should liberally permit the submission of relevant information (41 FR 48258, 48260; November 2,1976). The comment argues that it is inconsistent to apply technical pleading rules to a determination whether to deny a Part 16 hearing given that technical evidentiary rules do not apply during the hearing itself.FDA concludes that no inconsistency will result from the implementation of this final rule. To be sure, in order to justify a hearing, the information that is submitted has to show that there exists a genuine and substantial issue of fact. But, such information is not. limited to evidence that is admissible under the Federal Rules of Evidence. Indeed, hone of the information submitted by the

person requesting the hearing is required to meet those standards of admissibility. On the other hand, if the information submitted does not justify a hearing, it would be illogical for the agency to have to hold a hearing at which the person who requested it would not have any information to present to show that there existed a genuine and substantial issue of fact.4. One comment suggests that if FDA finds it necessary to have a summary judgment provision for regulatory hearings under Part 16, then the agency should allow a hearing if there is any reasonable possibility that the person who requested the hearing might establish at the hearing that there is a genuine and substantial issue of fact justifying the hearing. The comment also suggests that if the Commissioner determines that no such issue of fact has been shown to exist, the Commissioner should serve upon the person requesting the hearing a proposed order denying the hearing and provide that person a reasonable period of time to demonstrate that there is a genuine and substantial issue of fact justifying a hearing. Another comment recommends that, in lieu of amending Part 16 as proposed, FDA adopt guidelines or an unspecified “ internal mechanism" to permit summary disposition of issues.FDA disagrees with these comments. The purpose of a hearing under Part 16 is to receive information to resolve any genuine and substantial issue of fact involving an agency action or proposed action, not to establish the existence of such an issue. The agency emphasizes that it will not use the summary judgment mechanisms except where appropriate, and that the determination whether a hearing will be denied will be made on a case-by-case basis. The summary judgment provision will be used only where the information submitted by the person requesting a hearing does not raise any genuine and substantial issue of fact. Furthermore, if a person fails to convince the Commissioner that a hearing is necessary, that person may seek administrative reconsideration of the action undej121 CFR 10.33 (see § 16.119)*FDA rejects the suggestion that it adopt guidelines or some other mechanism short of the final rule established by this document to provide for administrative Summary judgment. The standard set out in new § 16.26 for denying a hearing conforms to well- settled law and is appropriate for determining, based on the information submitted by a person requesting a hearing, whether to deny a hearing. If the agency’s experience in administering



Federal Register / V o l. 53, N o. 31 / W ednesday, February 17, 1988 / Rules and Regulations 4615§ 16.26 suggests that guidelines for implementing that section would be useful, FDA will consider adopting such guidelines.Revision of the Proposed AmendmentOn its own initiative, FDA has revised the proposed amendment to provide additional clarity. Proposed § 16.26(b) would have granted the presiding officer authority to issue a partial or complete summary decision "after a hearing commences.” The agency believes that some confusion may arise as to when a hearing "commences” for the purpose of § 16.26. To avoid any such confusion, FDA has revised proposed § 16.26(b) to specify that a hearing commences when FDA receives a request for hearing under § 16.22(b). In addition, the final sentence of proposed § 16.26(b) has been separated into paragraph (c) in the final rule, and refined for added clarity.Economic ImpactIn accordance with Executive Order 12291, FDA previously considered the potential economic effects of this final rule. As stated in the proposal, the agency carefully analyzed the economic effects of the rule and determined that it is not a major rule as defined by the Order. Further, FDA certifies in accordance with section 605(b) of the Regulatory Flexibility Act (5 U.S.C. 605(b)) that this final rule will not have a  significant economic impact on a substantial number of small entities.Environmental ImpactThe agency has determined under 21 CFR 25.24(a)(8) that this action is of a type that does not individually or cumulatively have a significant effect on the human environment. Therefore, neither an environmental assessment nor an environmental impact statement is required.List of Subjects in 21 CFR Part 16
Administrative practice and procedure.Therefore, under the Federal Food, Drug, and Cosmetic Act and under authority delegated to the Commissioner °t Food and Drugs, Part 16 is amended as follows:

PART 16—REGULATORY HEARING 
BEFORE THE FOOD AND DRUG
a d m in is t r a t i o n1. The authority citation for 21 CFR art 16 is revised to read as follows: Authority: Secs. 1 et seq., 2 et seq.; 15 Km ¿* et se9-> 1451 et seq.; sees. 1-10, ?i n i 8eq” 24(b)* 409(b), 100 et seq., 2 et si 41-50,141-149, 321 et seq., 467f{l 4-19 n  o2i  et se<t" *031 et seq.; secs, l  et s ’ 4 U b C- 201 et seq., 257a; 21 CFR 5.10

2. Part 16 is amended by adding a new § 16.26 to read as follows:
§ 16.26 Denial of hearing and summary 
decision.(a) A  request for a hearing may be denied, in whole or in part, if the Commissioner or the FDA official to whom the authority to make the final decision on the matter has been delegated under Part 5 determines that no genuine and substantial issue of fact has been raised by the material submitted. If the Commissioner or his or her delegate determines that a hearing is not justified, written notice of the determination will be given to the parties explaining the reason for denial.(b) After a hearing commences, the presiding officer may issue a summary decision on any issue in the hearing if the presiding officer determines from the material submitted in connection with the hearing, or from matters officially noticed, that there is no genuine and substantial issue of fact respecting that issue. For the purpose of this paragraph, a hearing commences upon the receipt by FDA of a request for hearing submitted under § 16.22(b).(c) The Commissioner or his or her delegate may review any summary decision of the presiding officer issued under paragraph (b) of this section at the request of a party or on the Commissioner’s or his or her delegate’s own initiative.Dated: January 22,1988.Ronald G. Chesemore,
Acting Associate Commissioner for 
Regulatory Affairs.[FR Doc. 88-3252 Filed 2-16-88; 8:45 am]BILLING CODE 4160-01-M
21 CFR Part 524

Ophthalmic and Topical Dosage Form 
New Animal Drugs Not Subject to 
Certification; Neomycin Sulfate- 
Sulfacetamide Sodium-Hydrocortisone 
Acetate Ophthalmic Ointment

a g e n c y : Food and Drug Administration. 
a c t io n : Final rule.
s u m m a r y : The Food and Drug Administration (FDA) is amending the animal drug regulations by removing the regulation reflecting approval of a new drug application (NADA) sponsored by Altana, Inc. The NADA provides for the use of neomycin sulfacetamide with hydrocortisone veterinary ophthalmic ointment in the eyes of dogs and cats. In a notice published elsewhere in this issue of the Federal Register, the agency is withdrawing approval of the NADA at the sponsor's request.

EFFECTIVE DATE: February 29,1988.
FOR FURTHER INFORMATION CONTACT: Mohammad I. Sharar, Center for Veterinary Medicine (HFV-216), Food and Drug Administration, 5600 Fishers Lane, Rockville, MD 20857, 301-443- 4093.
SUPPLEMENTARY INFORMATION: In a notice published elsewhere in this issue of the Federal Register, the agency is withdrawing approval of NADA 47-090 sponsored by Altana, Inc. (formerly Byk- Gulden, Inc.), 60 Baylis Rd., Melville, NY 11747. The firm’s N ADA provides for the use of neomycin sulfacetamide with hydrocortisone veterinary ophthalmic ointment in superficial ocular inflammations or infections limited to the conjunctival or the anterior segment of the eyes of dogs and cats. This document removes 21 CFR 524.1484h which reflects approval of the NADA.List of Subjects in 21 CFR Part 524 Animal drugs.Therefore, under the Federal Food, Drug, and Cosmetic Act and under authority delegated to the Commissioner of Food and Drugs and redelegated to the Director of the Center for Veterinary Medicine, Part 524 is amended as follows:
PART 524—OPHTHALMIC AND 
TOPICAL DOSAGE FORM NEW 
ANIMAL DRUGS NOT SUBJECT TO 
CERTIFICATION1. The authority citation for 21 CFR Part 524 is revised to read as follows;Authority: Sec. 512(i), 82 Stat. 347 (21 U.S.C. 360b(i))î 21 CFR 5.10 and 5.83.
§ 524.1484h [Removed]2. Section 524.1484h N eom ycin  
sulfate-sulfacetam ide sodium - 
hydrocortisone acetate ophthalm ic 
ointm ent is removed.Dated: February 10,1988.Richard H. Teske,
Deputy Director, Center for Veterinary 
Medicine. ,[FR Doc. 88-3328 Filed 2-16-88; 8:45 amjBILUN G CODE 4160-01-M
NATIONAL LABOR RELATIONS 
BOARD

29 CFR Part 100

Employee Responsibilities and 
Conduct

AGENCY: National Labor Relations Board (NLRB).
a c t io n : Final rule.
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s u m m a r y : This rule amends the current standards of conduct for employees of the NLRB. The change allows employees to accept food and refreshments served during gatherings such as seminars and conferences that are sponsored by nongovernment organizations such as businesses and professional associations. However, NLRB employees may attend such meetings only when circumstances preclude even the appearance of any impropriety or conflict of interest.
EFFECTIVE DATE: February 17,1988.
FOR FURTHER INFORMATION CONTACT: Ernest Russell, Director of Administration. 202-254-9200.
SUPPLEMENTARY INFORMATION: Government-wide guidelines for employee standards of conduct are established by Executive Order 11222 and 5 CFR Part 735. These guidelines do not permit employees to accept food or refreshments from prohibited sources during widely-attended gatherings such as seminars and conferences unless the employee’s agency obtains an exception to the guidelines from the Office of the General Counsel, Office of Personnel Management, and the Office of Government Ethics. The NLRB has obtained approval for an exception from these two offices so that its employees may accept food and refreshments from otherwise prohibited sources during widely-attended gatherings. NLRB employees will only attend such meetings when attendance is in the Agency’s interest, the informational value of the meeting is not merely incidental to its entertainment value, the food offered is not excessive, and attendance complies with the Agency’s standards of conduct. No notice of proposed rulemaking has been published because the rule relates to NLRB personnel. For this same reason, the rule is not subject to the review requirements of Executive Order 12291.List of Subjects in 29 CFR Part 100Conflict of interests.For the reasons set out in the preamble, 29 CFR Part 100 is amended as follows:
PART 100—[AMENDED]1. The authority citation for Part 100 continues to read as follows:

Authority: E . 0 . 11222, 30 FR 6469, 3 C F R  
1965 Supp.; 5 C F R  735.104.2. In § 100.735-12(b), paragraphs (3] and (4) are redesignated as paragraphs(4) and (5) and a new paragraph (3) is added to read as follows:

§ 100.735-12 Gifts, entertainment, and 
favors.* * * * *(b)(3) When it is determined to be in the Agency’s interest for an employee to attend a particular function and incidental to the event, food and refreshments are being served, the employee may attend such an event and accept the food and refreshments from otherwise prohibited sources, when the events are widely-attended gatherings. Such widely attended gatherings should be of mutual interest to the Government and industry such as receptions, seminars, conferences, and training sessions and the informational value of the event should not be merely incidental to its entertainment value.The food and refreshments offered in conjunction with these events will not be excessive. In making a determination that the event is in the interest of the Agency, the reviewing official will assure that attendance complies with the Agency’s existing standards of conduct so that there will be no appearance of impropriety. This shall include a determination that an otherwise prohibited host is not currently involved in dealings with the Agency such that the timing of and other circumstances surrounding the event create such an appearance of impropriety that it outweighs the Agency’s interest in the employee’s c attendance. Officers and employees interested in attending a function of the type described herein shall obtain the prior approval of the reviewing official who, for purposes of this provision, is the Designated Agency Ethics Official.

Dated: Washington, D C , February 11,1988.
By direction of the Board.
National Labor Relations Board.

John C . Truesdale,
Executive Secretary.
[FR Doc. 88-3256 Filed 2-16-88; 8:45 am]BILUN G CODE 7545-01-M
DEPARTMENT OF TRANSPORTATION 

Coast Guard 

33 CFR Part 165 

[CGD1-88-005]

Safety Zone Regulations; Port of New 
York
a g e n c y : Coast Guard, DOT. 
a c t io n : Emergency rule.
s u m m a r y : The Coast Guard is establishing a safety zone in the Port of New York. This Safety Zone is established due to the potential

increased hazard to navigation during a period when tugboat assistance is limited or unavailable. “Controlled vessels” must comply with port entry and movement requirements of this Safety Zone.
EFFECTIVE DATES: This regulation will be effective from 12:00 a.m. local time 16 February 1988 to that point in time when the Captain of the Port, New York deems that the hazard no longer exists. A  document will be published in the Federal Register terminating the safety zone.
FOR FURTHER INFORMATION CONTACT: Lt. 
Commander Lawrence W. Brooks, 
Captain of the Port, New York, (212) 668-7834.
SUPPLEMENTARY INFORMATION: A notice of proposed rulemaking was not published for this regulation and it is being made effective less than 30 days after Federal Register publication. Publishing an NPRM and delaying its effective date would be contrary to public interest since immediate action is needed to respond to any potential hazards.
Drafting InformationThe drafters of this regulation are LTJG A J . Dininno, Project Officer for the Captain of the Port, New York and CDR R.A. Brunell, Project Attorney, First Coast Guard District Legal Office.
Discussion of RegulationThe circumstances requiring this regulation result from the potential increased hazard to navigation during a period when tugboat assistance is limited or unavailable.
List of Subjects in 33 CFR Part 165Harbors, Marine safety, Navigation (water), Security measures, Vessels, Waterways.
RegulationIn consideration of the foregoing, Pad 165 of Title 33, Code of Federal Regulations, is amended as follows:
PART 165—[AMENDED]1, The authority citation for Part 165 continues to read as follows:Authority: 33 U .S .C . 1225 and 1231: 50 
U .S .C . 191: 49 C FR  1.46 and 33 CFR  1.05-llgJ- 
6.04-1, 6.04-6, and 160.5.2. Part 165 is amended by adding § 165.T105 to read as follows:
§ 165.T105 Safety zone: The Port of New 
York.

(a) Location. The following area has 
been declared a safety zone: the Por 
New York which includes the naviga


