
Federal Register / V o l  46, N o. 83 / Thursday, April 30, 1981 / Notices 24359prepared for a proposed highway project in the city of Beckley, Raleigh County, West Virginia.
FOR FURTHER INFORMATION CONTACT:Mr. David Price, Environmental and Highway Safety Engineer, Federal Highway Administration, 550 Eagan Street, Charleston, West Virginia 25301. Telephone (304) 348-2067, (FTS: 924- 
1207.
SUPPLEMENTARY INFORMATION: The FHWA, in cooperation with the WVDOH, will prepare an environmental impact statement (EIS) on a proposal to improve 1.4 miles of W V A 16 (North Valley Drive) in Beckley, West Virgina. The proposed improvement involves the reconstruction and widening of the existing W VA 16 from Raleigh County 6 (Ewart Avenue) to U.S. Route 19 (North Eisenhower Drive). W V A  16. serves as a major north-south route through the city as well as linking the downtown area with the shopping mall and residential developments north of the city. The section of highway under study can no longer accommodate current traffic volumes safely and efficiently.Alternatives under consideration include: (1) taking no action; (2) widening die existing two-lane highway to five lanes by equal widening on each side; and (3) widening the existing two- lane highway to five lanes by alternating widening on each side (two alternatives). The action alternatives will have varying degrees of social, economic and environmental impacts. Potential impacts include relocation of businesses and residences, stream involvement and increase in noise levels.A  public involvement meeting has been held to solicit input on the proposed alignments. Letters describing the proposed action and soliciting comments will be sent to appropriate Federal, State, and local agencies.Copies of the draft EIS will be sent to appropriate Federal, State, and local agencies, and to private organizations ahd citizens who have previously expressed interest in the proposal. In addition, a public hearing will be held. Public notice will be given of the time and place of the hearing. No formal scoping meeting is planned at this time.To ensure that the full range of issues related to this proposed action are addressed and all significant issues identified, comments and suggestions are invited from all interested parties. Comments or questions concerning this proposed action and the EIS should be directed to the FHW A at the address provided above.

(Catalog of Federal Domestic Assistance  
Program Number 20.205, Highw ay Research,

Planning and Construction. The provisions of 
O M B  Circular N o. A-95 regarding State and 
local clearinghouse review of Federal and 
federally assisted programs and projects 
apply to this program)

Issued on: April 21,1981.
David Price,
En vironmental and High way Safety Engineer, 
Charleston, West Virginia.[FR Doc. 81-12750 Filed 4-29-81; 8:45 am)BILLING C O D E  4910-22-M
Environmental Impact Statement: 
Quincy, Illinois and Marion County, 
Missouri
AGENCY: Federal Highway Administration (FHWA), DOT.
ACTION: Notice of intent.
SUMMARY: The FHW A is issuing this notice to advise the public that an environmental impact statement will be prepared for a proposed replacement or rehabilitation of the existing two lane U.S. Route 24 Mississippi River Bridge at Quincy, Illinois, commonly none as die Quincy Memorial Bridge. The proposed project also includes associated roadway improvements in Illinois and Missouri. The FHW A and the Illinois Department of Transportation will act as lead agencies. The Missouri State. Highway and Transportation Department will act as a cooperating agency.
FOR FURTHER INFORMATION CONTACT:Mr. Lionel Wood, Staff Specialist for Environment, Federal Highway Administration, 320 W . Washington Street, 7th Floor, Springfield, Illinois 62701, phone (217) 492-4600 W . E. Bums, District Engineer, Illinois Department of Transportation, 126 East Ash Street, Springfield, Illinois 62706, Phone (217) 782-7301 
SUPPLEMENTARY INFORMATION: The proposed action would consist of constucting 2- or 4-lane approaches to the Mississippi River Bridge from U.S. 24 (3rd & 4th Streets) in Quincy to the U.S. 61-24 interchange just east of Taylor, Missouri, a distance of approximately 5 miles. This proposed improvement will replace or rehabilitate a functionally and structurally deficient bridge, provide additional bridge traffic lanes for capacity, improve traffic conditions in Quincy, and improve the economic growth and development potential in the Quincy area.Alternatives under consideration for this project include:1. Widen only the traffic lanes on the existing bridge.Construct a new 2-lane bridge three blocks north of the existing bridge (Broadway S t  in Quincy) for one-way

westbound traffic, and increase the lane widths of the existing 2-lane bridge for one-way eastbound traffic. Existing U.S. 24 would be improved to 4 lanes to the U.S. 61 and 24 interchange just east of Taylor, Missouri. ^3. Construct a new 4-lane bridge from three blocks north of the existing bridge (Broadway St. in Quincy), to U.S. 24 just east of West Quincy, Missouri, and improve existing U.S. 24 to 4 lanes to the U.S. 61 & 24 interchange just east of Taylor, Missouri. The existing bridge would be removed with this alternative.4. Construct a new 4-lane bridge and roadway from three blocks north of the existing bridge (Broadway St. in Quincy), to north of West Quincy, Missouri, and parallel to the Burlington Northern Railroad tracks to the U.S. 61 & 24 interchange just east of Taylor, Missouri. The existing bridge would be removed with this alternative.5. Construct a 2- or 4-lane bridge from fifteen blocks north of the existing bridge (Locust St. in Quincy) parallel to and south of the Burlington Northern Railroad tracks to the U.S. 61 & 24 interchange just east of Taylor,Missouri; or connect into U.S. 24 just west of West Quincy and continue construction of 4 lanes to the U.S. 61 and 24 interchange just east of Taylor, Missouri. The existing bridge would remain in place with this alternative.6. No build.Possible environmental effects associated with this project include conversion of up to 30 acres of prime farmland and 18 acres of wetlands. Properties protected by Section 4(f) of the DOT Act may be affected and floodplain encroachments may occur. Endangered species habitat may also be affected. Displacements of 1 home, and up to 5 businesses may also result.The scoping process will be achieved by review and comment on a scoping document that has been prepared by the Federal Highway Administration,Illinois Department of Transportation and Missouri Highway and Transportation Department. The scoping document will be sent to the Department of Interior, U.S. Fish and Wildlife Service, Department of Housing and Urban Development, Department of Agriculture, U.S. Environmental Protection Agency, National Park Service, U .S. Coast Guard and the U.S. Army Corps of Engineers. State and local agencies in Illinois and Missouri will also have an opportunity to review and comment on the scoping document. Other interested parties may obtain copies of the scoping document from the contact persons listed in this notice. A  notice announcing the availability of the
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scoping document w ill be published in 
local new spapers.

A  formal scoping meeting w ill not be  
held for the proposed action.
(Catalog o f Federal Domestic Assistance  
Program Number 20.205, Highw ay Research, 
Planning and Construction. The provisions o f  
O M B  Circular N o. A -19 regarding State and 
local clearinghouse review of Federal and 
federally assisted programs and projects 
apply to this program.)

Issued on: April 23,1981.
Lionel H . W ood,
Staff Specialist for Environment, Federal 
Highway Administration.|FR Doc. 81-12941 Filed 4-29-81; 8:45 am)BILLIN G C O D E  4910-22-M
Environmental Impact Statement; 
Clark County, Nev.
AGENCY: Federal H ighw ay  
Adm inistration (F H W A ), D O T . 
ACTION: N otice o f Intent.

s u m m a r y : The FHW A is issuing this notice to advise the public that an environmental impact statement will be prepared for a proposed highway project in Clark County, Nevada.
FOR FURTHER INFORMATION CONTACT:
A . J. H om er, D ivision Adm inistrator, 
Federal H igh w ay Adm inistration, 1050 
E ast W illiam  Street, Suite 300, Carson  
C ity , N evad a 89701, Telephone: (702) 885-5320, or J. J. King, Supervisor, 
Roadside Developm ent and  
Environm ental Services, N evad a  
Department o f Transportation, 1263 
South Stew art Street, Carson City, 
N ev a d a  89712, Telephone: (702) 885- 5680.
SUPPLEMENTARY INFORMATION: The FHW A, in cooperation with the Nevada Department of Transportation (NDOT), will prepare an environmental impact statement (EIS) on a proposed improvement to U.S. 93 in Clark County, Nevada. The porposed improvement involves the reconstruction and widening of the existing U.S. 93 from the southern intersection of U.S. 3 with S.R. 500 (in Boulder City) northeasterly for a distance of approximately four miles. Also included in the proposed project is the reconstruction of both intersections of U .S. 93 with S.R. 500. Improvements to this highway are considered necessary to provide for the safe movement of the existing and projected traffic demand.Alternatives under consideration include (1) taking no action, and (2) reconstruction and widening of the existing U.S. 93 to a two-lane highway

with climbing lane and the reconstruction of both intersections of U .S. 93 with S.R. 500. There are several alternative designs for each intersection.Letters describing the proposed project and soliciting comments will be sent to appropriate Federal, State, and local agencies as well as interested private organizations and individuals. In addition, a public informational meeting will be held May 19,1981, in die Boulder City Council Chambers to provide general information about the project and solicit public reaction and comment No formal scoping meeting is planned.To ensure that the full range of issues related to this proposed action are addressed and all significant issues identified, comments and suggestions are invited from all interested parties. Comments, suggestions, or questions concerning this proposed action and the EIS should be directed to the FHW A or NDOT at the addresses provided above.
Dated: April 20,1981.

A . J. Horner,
Division Administrator, Carson City, Nevada.[FR D oc. 81-13071 Filed 4-29-81:8:45 am|BILLING C O D E  4910-22-M
Federal Railroad Administration

[FRA Waiver Petition Docket HS-81-5]

Aroostook Valley Railroad Co.; Petition 
for Exemption From the Hours of 
Service ActIn accordance with 49 CFR 211.41 and § 211.9, notice is hereby given that the Aroostook Valley Railroad (AVR) has petitioned the Federal Railroad Administration (FRA) for an exemption from the Hours of Service Act (83 Stat. 464, Pub. L. 91-169,45 U .S.C. 64a(e)). That petition requests that the AVR  be granted authority to permit certain employees to continuously remain on duty for in excess of twelve hours.

The Hours o f Service A c t  currently 
m akes it unlawful for a railroad to 
require or permit specified°em ployees to 
continuously remain on duty for a 
period in excess o f tw elve hours. 
H ow ever, the Hours o f Service A c t  
contains a provision that permits a 
railroad, w hich employs no more than  
fifteen em ployees w ho are subject to the 
statute, to seek an exem ption from this 
tw elve hour limitation.

The A V R  seeks this exem ption so that 
it can permit certain employees to 
remain continuously on duty for periods 
not to exceed sixteen hours. The  
petitioner indicates that granting this 
exem ption is in the public interest and  
w ill not adversely affect safety. 
A ddition ally, the petitioner asserts that

it employs no more than fifteen employees and has demonstrated good cause for granting this exemption.Interested personsvare invited to participate in this proceeding by submitting written views or comments. FRA has not scheduled an opportunity for oral comment since the facts do not appear to warrant it. Communications concerning this proceeding should identify the Docket Number, Docket Number HS-81-5, and must be submitted in triplicate to the Docket Clerk, Office of the Chief Counsel, Federal Railroad Administration, Nassif Building, 400 Seventh Street, SW, Washington, D.C. 20590. Communications received before May25,1981, will be considered by the FRA before final action is taken. Comments received after that date will be considered as far as practicable. All comments received will be available for examination both before and after the closing date for comments, during regular business hours in Room 8211, Nassif Building, 400 Seventh Street, SW, Washington, D.C. 20590.
(Sec. 5 of the Hours of Service A ct of 1969 (45 
U .S .C . 64a), 1.49(d)) o f the regulations of the 
O ffice o f the Secretary, 49 C F R  1.49(d)

Issued in Washington, D .C . on April 10, 
1981.
Joseph W . W alsh,
Chairman, Railroad Safety Board.[FR D oc. 81-12760 Filed 4-29-81; 8:45 am|BILLING C O D E  4910-06-M
DEPARTMENT OF THE TREASURY 

Customs Service 

[T.D. 81-94]

Tariff Classification; Region II Ruling 
Program; Manual Supplement 2300-09; 
Guidelines for Issuance of Selected 
Tariff Classification RulingsReproduced below is the text of Manual Supplement 2300-09, dated February 6,1981, which relates to the issuance of selected tariff Classification rulings by the Regional Commissioner of Customs, Region II (New York).Under T.D. 80-285 (45 FR 80100), which established the Region II Ruling Program, recipients of rulings from Region II are given the right to appeal those rulings to Customs Headquarters in Washington, D .C. Such appeals must be made promptly, following the procedures set forth in Section 5 of
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fojin T. Roth,
Acting Director, Classification and Value 
Division.
April 15,1981.

1. PurposeThis Manual Supplement sits forth the guidelines to be used in selecting the tariff classification ruling requests to be acted upon by Region II and in selecting those to be referred to Headquarters for action. These guidelines also cover the circumstances when Headquarters will refer tariff classification ruling requests to Region II for action. Information is also included in this Manual Supplement concerning appeals from Region II rulings, Headquarters' review of Region II rulings for which publication is proposed, and the monitoring of Region II rulings generally for consistency with the law, the regulations, and administrative and judicial precedents.
2. BackgroundOn December 3,1980, T.D. 80-285 was published in the Federal Register (45 FR 80100} amending Part 177 of the Customs Regulations (19 CFR Part 177) to authorize the Regional Commissioner, New York (Region II), to issue selected tariff classification rulings. These . amendments became effective on January 2,1981. As noted in the explanatory material contained in T.D. 80-285, the Director, Classification and Value Division, Headquarters, has the responsibility for issuing the guidelines to be used by the Regional Commissioner in determining the ruling requests to be acted upon by Region II and those which should be referred to Headquarters for action. The Director, Classification and Value Division, will monitor the rulings issued by Region II for compliance with the law, regulations, and applicable precedents. Region II rulings which are recommended by the Regional Commissioner for publication will be reviewed by Headquarters prior to publication.
3. Action

The following guidelines w ill be used  
in identifying the tariff classification  
ruling requests to be acted upon by  
Region II, whether received in N ew  York  
or at Headquarters. The guidelines also  
provide for the handling o f appeals o f  
rulings issued by Region II, for the 
monitoring b y  Headquarters o f Region II 
rulings, and for the review  o f rulings 
issued by Region II w hich are 
recommended for publication in the 
Customs Bulletin.

These guidelines w ill apply only with  
respect to requests for tariff

classification rulings which are received on or after January 2,1981. Requests for rulings received prior to that date will be processed by Headquarters.
4. Guidelines for the Issuance o f Tariff 
Classification Rulings by Region IIThe authority delegated to Region II by T.D. 80-285 extends only to rulings requested with respect to prospective transactions. The transactions for which rulings are requested involve many specialty areas, many types of ruling applicants and correspondents, and an infinite variety of fact patterns. Some of the requests received by Region II will be readily identifiable as items appropriately ruled upon or otherwise acted upon by Region II. Other requests will be more complex, often involving issues other than those specifically set forth in the request. Whether these requests should be selected for Region II action or referred to Headquarters will be determined by application of the guidelines set forth below and the exercise of good judgment.

It is likely that Region II w ill receive  
correspondence w hich does not require 
a ruling b y either Region II or 
Headquarters, such as inquires 
involving pending transactions. These  
items should be referred b y  Region Q 
directly to the port or district where the 
transaction is pending for reply (or 
processing in accordance w ith the 
internal advice procedures, i f  
applicable). In such instances, the 
correspondent w ill be notified o f the 
referral.Headquarters’ experience with the administrative rulings program indicates that tariff classification ruling requests are likely to fall into one of 14 categories, as described below in paragraphs A  through N. Requests in certain of the categories will be handled exclusively by Region II, while requests which fall into other categories will be processed solely by Headquarters. In the remaining categories, however, a determination of the proper office to handle the request must be made using the guidelines provided.A . Inquires Answ erable by  
Information Letters. Any ruling request or inquiry which would be answered best by an information letter, as defined in section 177.1(d)(2) of the Customs Regulations (19 CFR 177.1(d)(2)), will be acted upon by Region II. Letters of this nature received by Headquarters will be referred to Region II for reply.

B. Ruling Requests in Which No 
Issues A re Raised. In this category of ruling requests, the correspondent will make no classification claims or claims for exemptions, or otherwise offer any specific suggestions as to how the

'request should be answ ered. The  
classifications in this category o f  
requests w ill be arrived at b y  routine 
applications o f the language o f specific  
provisions or pertinent headnotes or o f  
other fundam ental rules o f construction. 
This category o f ruling requests w ill be  
acted upon b y Region II unless action b y  
Headquarters w ould be appropriate 
under one or more o f the guidelines set 
forth below .

C . Ruling Requests Involving 
Unsupported Classification Claim s. 
Requests in this category w ill be similar 
in com plexity to those requests where  
no claim s are m ade, except that the 
claim s w hich are m ade w ill be frivolous 
or otherwise based on contentions 
patently lacking in merit. 
Correspondence o f this nature w ill often  
be from businessm en, tourists, or other 
correspondence show ing an obvious 
unfam iliarity w ith classification  
principles. A n  exam ple o f this type o f  
inquirty could be one in w hich the 
correspondent seeks to avoid a specific  
higher-rate provision in favor o f a free- 
rate or lower-rate basket provision in 
the interest o f “ national trade policy”  or 
other reasons clearly frivolous and not 
pertinent to the classification o f the 
m erchandise. This category o f ruling 
requests w ill be acted upon b y Region II 
unless bona fide issues warranting 
Headquarters' attention are raised. In  
this regard, it should be noted that the 
fact that the ruling request is from a 
customhouse broker or other 
correspondent for whom  customs 
expertise m ay be presumed w ould not in  
itself remove a case from this category  
or from handling b y Region II. H ow ever, 
requests w hich raise real social or 
econom ic issues should be referred to 
Headquarters under paragraph L, below .

D . Ruling Requests Involving a 
Uniform Classification Practice. A n y  
ruling request w hich alleges the 
existence o f a uniform and established  
classification practice based on  
liquidations, or w hich w ill result in a 
classification based on uniform  
liquidations rather than on the normal 
application o f the tariff schedules,, the 
headnotes, or the usual rules o f  
construction w ill be referred to 
Headquarters for action.

E . Ruling Requests Involving Special 
Tariff Classification Provisions. Ruling  
requests w hich involve the entitlement 
to a conditional exem ption from duty  
under any special tariff classification  
provisions w ill be referred to 
Headquarters for action unless it merely  
involves technical details concerning a 
prospective exem ption claim  norm ally  
handled locally. For exam ply, if  the 
requirements o f a specific port
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concerning the filing of documentation 
or other evidence of entitlement are at 
issue, the matter will be referred to that 
port for action. Among the ruling in this 
category warranting Headquarters* 
attention are those which present such 
issues as substantial transformation, 
advancement in condition, further 
fabrication, diplomatic courtesy, 
application of the Florence Agreement, 
or other substantive issues relating the 
entitlement to free-rate provisions in 
Schedule 8, TSÜS, the Generalized 
System of Preferences, or any other 
conditional exemption or special 
provision.

F. Ruling Requests Involving 
Inconsistent Precedents. Any ruling 
request concerning a tariff classification 
to which two or more precedents are 
pertinent, whether administrative or 
judicial, and the precedents are in any 
material respect inconsistent, will be 
referred for Headquarters' action. This 
guideline applies even when one or 
more the precedents is a Region II 
ruling. For further instructions regarding 
requests involving the application of 
judicial precedents, see paragraph K, 
below.

G. Ruling Requests Involving 
Reconsiderations. Any ruling request in 
which a reconsideration of a riding 
(whether issued by Headquarters or 
Region II) is requested, or any matter 
which involves a pertinent 
administrative precedent which Region 
II believes should be reconsidered, will 
be referred to Headquarters. However, 
correspondence in which a 
reconsideration of a Region II ruling is 
requested from Region II, as opposed to 
Headquarters (see Section 5, below), 
will not be referred to Headquarters 
unless (1) the submission of new 
material or information makes the 
referral to Headquarters appropriate 
under another guideline, or (2) Region ü 
believes that favorable action on the 
request [i.e., modification or reversal of 
the earlier Region II ruling) is 
appropriate. Whenever requests for 
reconsideration are not referred to 
Headquarters, the correspondent will be 
advised of the right to appeal or protest

H. Ruling Requests Involving Issues o f 
Fact. Ruling requests involving bona fide 
issues of fact will be referred to 
Headquarters for action. The "issues of 
fact" contemplated by this guideline are 
present in those ruling requests where 
there is a conflict in the evidence 
present in the materials in the case file, 
or where the evidence present may be in 
conflict with information available from 
reliable secondary sources. For 
example, a bona fide issue of fact exists
(1) if a ruling request includes a private

laboratory analysis which is at variance 
with an official Customs Laboratory 
report, or (2) if information furnished by 
the party requesting the ruling is 
contradicted by information found in 
pertinent trade media. An issue of fact 
does not exist because the record is 
incomplete or pertinent facts or 
information is not known (for whatever 
reason). Similarly, an issue of fact does 
not exist because of bare allegations as 
to the existence of such an issue and 
does not result from the presentation of 
nonauthoritative evidence regarding the 
facts.

L Ruling Requests Presenting Multiple 
Issues. Ruling requests involving 
merchandise where the tariff 
classification is contingent upon a 
determination outside the tariff 
classification area, such as valuation or 
appraisement, will be referred to 
Headquarters. However, a peacemeal 
disposition of the ruling request would 
be appropriate when the multiple issues 
presented are clearly separable. In such 
a situation. Region H will respond to the 
classification aspect(s) and would 
advise the party making the request that 
the balance of die issues presented have 
been referred to Headquarters for 
separate reply.

Ruling requests which might be 
considered to be of a “multi-issue” type 
because different types of merchandise 
are involved will be handled by Region 
II if they otherwise qualify. In 
appropriate circumstances, parties 
requesting rulings will be informed that 
the Customs Service cannot classify all 
of the items in a catalog or a lengthy list 
of items; in such cases, an effort will be 
made to furnish those parties with as 
much useful information as it is 
practical to furnish.J. Ruling Requests Containing Legal 
Briefs. Some requests for rulings, 
particularly those submitted on behalf of 
importers or other interested parties by 
attorneys, may contain sophisticated 
arguments, advocating the application of 
a particular tariff provision, precedent, 
or concept. Ruling requests of this type 
will generally be acted upon by 
Headquarters. Region II should refer 
such requests to Headquarters unless it 
concludes (1) that both the arguments 
contained in the request, and the tariff 
classification advocated, are correct, 
and (2) that such conclusions are 
supported by uniform precedents and 
would have been reached by Region II 
notwithstanding the arguments made in 
the request.

K. Ruling Requests Involving the 
Application o f Judicial Precedents.
While one of the purposes of the Region 
II ruling program is to utilize the 
National Import Specialists’ knowledge

of legal precedents pertinent to the 
classification of merchandise, thi? 
resource will only be used to apply 
judicial precedents which are pertinent 
because the merchandise which was the 
subject of the precedent litigation was 
the same or similar to the merchandise 
to be ruled upon. However, a ruling 
request which seeks the application of 
legal precedents to merchandise of a 
different class or kind than that 
involved in the precedents will be 
referred to Headquarters for a decision. 
Any classification requiring the 
application of rules of construction, 
whether found in headnotes, judicial 
precedents, or elsewhere, will be 
referred to Headquarters whenever the 
application of two or more of such rules 
produces results that are inconsistent or 
when, in determining relative specificity, 
the application of the rules appears to 
produce ambiguous, impractical, 
unreasonable, or illogical results.L  Ruling Requests Having the 
Potential for Unusual Social or 
Economic Im pact Ruling requests 
having the potential for unusual social 
or economic impact, or the potential for 
national publicity, will be referred to 
Headquarters for action. This category 
of cases may include matters where 
there is special public attention or 
interest, matters involving international 
trade organizations or foreign 
governments, or matters where Customs' 
action may be of interest to other 
Government agencies having 
responsibilities in the area of national 
trade policy.

M. Pending Issues. Region II will issue 
no rulings on issues which, to Region II’s 
knowledge, the ruling applicant has 
pending in the form of an appeal, 
protest, or request for internal advice, or 
before the U.S. Court of International 
Trade or any other court. Unless the 
referral of correspondence of this type 
to Headquarters would serve some 
useful purpose. Region II will prepare a 
brief response to the ruling applicant 
explaining that a ruling on the issue(s) 
raised cannot be furnished because of 
the pendency of the related matter(s). A 
copy of that response, together with the 
incoming correspondence, will be 
forwarded to each office holding the 
primary file(s) in the pending matterfs) 
in order that a complete record of the 
matter may be maintained in the event 
of litigation.

N. Other Ruling Requests. In general, 
those ruling requests which are not 
disposed of by application of the 
foregoing guidelines will be handled by 
Headquarters. However, in 
distinguishing between matters which 
can be effectively acted upon by Region
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which involve w ell-settled areas or 
issues easily resolved b y reference to 
precedents. Ideally, this will permit Headquarters to concentrate its efforts on those matters in which its expertise may best be utilized, including the more complex ruling requests, ruling requests involving novel issues, and other matters which Headquarters action is required by law or regulations.However, Region II should not fail to consider acting on a ruling request simply because the issues raised are complex or new. Similarly, Region II will not be disqualified from responding to a matter because its consideration of the issue would have been precluded had it been raised in connection with an application for internal advice or in connection with a request for further review of a protest.It is anticipated that most ruling requests raising issues of the degree of complexity warranting Headquarters attention will be submitted by professionals or experts in various aspects of importing or international trade who will be aware of the option of submitting their presentations to Headquarters, rather than to Region II, and will do so.
5. AppealsUnder T.D. 80-285, recipients of rulings from Region II are given the right to appeal those rulings to Headquarters. The regulations provide no time limit for the filing of that appeal. However, it is possible that between the time when a ruling has been issued and the time the appeal is filed the status of the transaction covered by the ruling may change. Those changes may affect the treatment of thé appeal.When the merchandise has been entered, the entry has been liquidated in accordance with a Region II ruling, and the time for filing a protest has not elapsed, Headquarters will only consider an appeal of that ruling as an adjunct to the protest procedures, as explained below. To provide a separate, direct appeal to the Headquarters in those circumstances could mislead the appellant as to the finality of the liquidation and the necessity to file a timely protest in order to preserve the required standing to sue the Government.While the status of the transaction to which the Region II ruling relates remains prospective, the ruling may be

appealed directly to Headquarters. If the status of the transaction changes from prospective to ongoing after such an appeal if filed, the appellant should provide the port having jurisdiction over the transaction with a copy of both the Region II ruling and the appeal, in order that liquidation can be suspended pending Headquarters action on the appeal.When the appeal is filed after the status of the transaction has changed from prospective to either ongoing [Le., the merchandise covered by the ruling  has arrived in the U.S., but the entry has not been liquidated) or completed (the entry has been liquidated), the following procedures will be observed:A . Appeals Before Liquidation. When a recipient of a Region U ruling appeals that ruling to Headquarters prior to liquidation of the merchandise covered by that ruling. Headquarters will unconditionally grant the requested review of that ruling. A  copy of the Region II ruling and the appeal should be filed by the appellant with the port having jurisdiction over the transaction in order that liquidation of the entry or entries involved can be suspended pending completion of Headquarters’ review of the ruling. Although such an appeal may not be properly the subject to a request for internal advice under section 177.11(b)(ii) of the Customs Regulations (19 CFR 77.11(b)(ii)), Headquarters will accord such appeals the same priority status.D. Appeals A fter Liquidation, but 
Before Liquidation Is  Final. When the transaction to which the Region II ruling relates has been liquidated in accordance with that ruling, but the liquidation has not become final, the proper avenue of appeal of that ruling to Headquarters is through die protest procedures set forth in Part 174 of the Customs Regulations (19 CFR Part 174). When a port or district receives a protest of a Region II ruling, it shall forward the protest and its recommendations to Headquarters for review. Upon completion of the review by Headquarters, which shall be coordinated with Region n, the protest and other documents shall be returned to the port or district together with instructions for the disposition of the protest. The Region II ruling will be modified or reversed, if appropriate.C . Appeals A fter Liquidation Is Final. When the transaction to which the Region II ruling relates has been liquidated in accordance with that ruling, and that liquidation has become final, an appeal of that ruling must be considered moot. The review of a Region II ruling in those circumstances would serve no purpose in view of the

finality of the liquidation. However, if the appellant continues to qualify for a ruling because there will be further prospective transactions, the appeal will be handled in the same manner as an original request for a ruling. In thé event that the claims made are sustained and a modification or reversal of the earlier ruling is obtained, the appellant will be advised that the new ruling will not be applicable to any liquidations which have become final, but will only apply to future importations.
6. Recordkeeping, Publication, and 
MonitoringRegion II will retain the files for all matters it handles. Complete records will be kept primarily to have the necessary records available for transfer to the U.S. Court of International Trade in the event a Region II ruling (or the failure of Region II to rule) becomes the subject of litigation. In this connection, procedures similar to those now in effect at Headquarters will be observed with respect to maintaining reports or memorandums of all telephone contacts or conferences preceding the issuance of a ruling (to the extent that such contacts or conferences provide factual information on which the ultimate ruling is based). In some instances, the complete Region II ruling file (including samples, exhibits, laboratory reports, and other pertinent materials) may be requested by Headquarters in ‘ connection with a formal or informal review of the ruling. See Section 5.A. and B., above.Region II will assign to every inquiry it handles under Part 177 of the Customs Regulations and these guidelines a 6- digit control number beginning with 800000. Copies in triplicate of all Region II rulings will be forwarded to the Director, Classification and Value Division, at Headquarters, together with an “Office of Regulations and Rulings Publication Determination" form, within 30 days of issuance. Region II’s recommendations as to publication will be set forth on the latter form and will be reviewed, together with the ruling, by Headquarters. A  Keyword Precedent Report for each Region II ruling will be completed by Headquarters.
7. Effect on Other ProceduresThe relationship between the Region II ruling program and the Headquarters appellate procedures, and the protest review and internal advice programs, is explained in Sections 4 and 5, above.See Sections 5 and 6 for further information concerning the relationship of the Region II ruling program to the litigation process.
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Nothing in these guidelines should be construed as curtailing in any way the normal accessibility of Headquarters personnel for advice and counsel.

8. Expiration DateThis Manual Supplement will expire upon the incorporation of the guidelines contained herein in P&PM 2300.|FR Doe. «1-12882 Filed 4-29-81; 8:45 am|BILLING CODE 4810-22-M
VETERANS ADMINISTRATION

Calendar of Significant Information 
Collections
a g e n c y : Veterans Administration. 
a c t io n :  Notice.
s u m m a r y : hi order to inform the public of the most important upcoming infomation collections, the Veterans Administration (VA) is publishing a calendar list o f significat information collections for the next 12 months. The calendar has been developed in conformance with a memorandum request from the Office of Management and Budget dated January 12,1981, under the provisions o f E .O .12174, “Paperwork” . The calendar contains all significant information collections proposed to be introduced, those subject to revision and those not previously approved by die Office of Management and Budget. The V A  considers an information collection request significant i f  it has the following qualities: Subsatntail program or policy importance, cost to the government, and burden on the public (e.g., requires250,000 or more persons to report or maintain specific records, has an annual estimated burden of more than 100,000 hours, has an estimated burden of more than two hours per respondent per year).
FOR FURTHER INFORMATION CONTACT:R. C . Whitt, Agency Clearance Officer, Management Services (62), 810 Vermont Avenue, N.W ., Washington, DlC. 20420 (202) 389-2386. Requests for copies of proposed forms, supporting documents, and comments and questions about the items on the calendar should be directed to the above address.
SUPPLEMENTARY INFORMATION: Each entry to the calendar contains the following information:The title of the form;OMB approval number (if any);Agency form number(s) (if any);The purpose of the information collection;Who will be required or asked to report;

The Standard Industrial Classification Codes (SIC) referring to specific respondent groups that are affected;Whether small businesses or organizations ere affected;An estimate of the number of responses;An estimate of the total number of burden hours (per FT fora 3 year period);How often the form will be filled out;Whether the collection is voluntary, mandatory, or required to obtain a benefit;An estimate of the cost to the Federal Government; andAn abstract describing the need for ans uses of the information collection.
Approved: April 20,1981.

Rufus H . W ilson,
ActingAdministrator.Calendar of Significant Information Collection Items

(1) Request fo r Determination o f 
Eligibility and A vailable Loan GuarantyOMB No. 2900-0086.V A  Form 26-1880.Application for benefits.Individuals.SIC : Not applicable.Not used for small businesses.500.000 responses.125.000 burden hours.On occasion.Required to obtain benefit$3,655,000 Federal costServes as veteran’s application for certificate of eligibility for home loan benefits authorized by 38 U .S.C ., chapter 37. Provides military service periods and previous guaranteed loan information, if any, to facilitate determination on entitlement required by 38 U .S.C.1802(a), (b). and (c) and 1818.(2) Certification o f Loan 
Disbursem ent:OMB No. 2900-0030.V A  Form 26-1876.Application for benefits.Individuals and businesses.SIC: 602,604,612, and 616.Small businesses.312.000 responses.156.000 burden hours.On occasion.Required to obtain benefit.$1,301,000 Federal cost.Lender's report of home loan closing required by 38 U .S.C. 1802(c). Provides data on terms and dosing for loan examination determinations that 38 U .S.C. chapter 37 requirements have been met, terms of loan and conditions affecting the property are in compliance with V A  regulations, and are

substantially those on which V A  based its prior approval.(3) 50 Percent Employment Survey:OMB No. 2900-0235. ,V A  Forms 22-8722,22-8723,22-8724,Regulatory or compliance.Graduates of vocational courses, schools and state approving agencies.SIC: 824.Not used by small businesses.300.000 responses.314,650 burden hours.Biennially.Voluntary for student; required of schools; mandatory for state approving agencies.$245,000 Federal costAuthorized by 38 U .S.C. 1673 and 1723, these reports obtain information from graduates, schools and state approving agencies. The information is used to determine effectiveness of the V A ’s educational benefits program.
(4) Pension Verification-—Interview 

WorksheetOMB No. 2900-0271.V A  Forms 20-8 8 4 8 ,2 0 -8 8 4 9 , 20-8849a, 
20-8849b, 20-8849C.Program evaluation.V A  pensioners.SIC: Not applicable.Not used by small businesses.4,028 responses.18,126 burden hours.Recurring (annually).Required to obtain or retain benefit.$500,000 Federal cost.To continuously verify benefit entitlement and payment under the Veterans Administration pension program. The program will monitor both the self-reporting system of the pensioners and the V A ’s income questionnaire processing. The findings will be used to identify and correct any defects in the system.(5) Solicitation o f Identification Data:OMB No. (new—not assigned).V A  Form 21-8332a.Regulatory or compliance.Individuals.SIC: Not applicable.Not used by small businesses.700.000 responses.116,667 burden hours.Nonrecurring.Mandatory.$210,000 Federal cost.The identification data requested will include names, dates of birth and social security numbers for use in identifying veterans or persons claiming or receiving V A  benefits and their records and may be used to verify Social Security benefit entitlement (including
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Members of the Performance Review 
Boards
a g e n c y : Veterans Administration. 
a c t io n : Notice.
s u m m a r y : Under the provisions of 5 U.S.C. 4314(c)(4), notice is hereby given of the names of the members of the Performance Review Boards in the Veterans Administration. This notice 
revises the entire list of members 
published in the Federal Register, 45 FR 35474, dated May 27,1980.
EFFECTIVE DATE: April 24,1981.
FOR FURTHER INFORMATION CONTACT:K. Joyce Edwards, Office of Personnel (05A), Veterans Administration, 810- Vermont Avenue, NW., Washington, D.C. 20420 (202-389-3423).The Members of the V A ’s Performance Review Boards are:
V A  Performance Review Board

Charles E. Clark, Assistant Administrator for

Personnel
Donald L. Custis, M .D ., Chief Medical 

Director
Dorothy L. Starbuck, Ch ief Benefits Director 
William R. Martin, Assistant Administrator 

for Data Management and 
Telecommunications 

Sydney J. Shuman, Chairman, Board of 
Veterans Appeals 

Conrad Hoffman, Controller 
Raymond S. Blunt, Assistant Administrator 

for Planning and Program Evaluation 
H . David Burge, Director, O ffice of Manpower 

Programs
W illiam A . Salmond, Assistant Administrator 

for Construction

Department o f Medicine & Surgery, 
Performance Review Board

Turner Cam p, M .D ., Associate Deputy Ch ief 
Medical Director

Donald B. Thompson, Executive Assistant to 
Chief Medical Director 

James A . Christian, Executive Assistant to 
Deputy Chief Medical Director 

Murray Mitts, M .D ., Deputy Associate Deputy 
Chief Medical Director for Operations 

Philip T. White, M .D ., Deputy Associate  
Deputy Ch ief Medical Director for Program

Management
Charles V . Yarbrough, Director, Management 

Support Staff
Carlton M . Smith, Director, Northeastern 

Region
Charles R. Paulk, Director, M id-Atlantic 

Region
Dan G . Kadrovach, Director, Southeastern 

Region
James H . Caldw ell, Jr., Director, Great Lakes 

Region
Thomas P. Mullon, Director, Mid-Western 

Region
John J. Peters, Jr., Director, Western Region

Department o f Veterans Benefits, 
Performance Review Board
John W . Hagan, Jr., Deputy Ch ief Benefits 

Director
John P. Travers, Field Director, Western 

Region
David M . W alls, Field Director, Eastern 

Region
James J. C o x , Director, Veterans Assistance  

Service
Albert W . G lass, Director, Loan Guaranty 

Service
Dated: April 20,1981.

Rufus H . Wilson,
A c t in g  A d m in is tr a to r .|FR Doc. 81-12971 Filed 4-29-81; 8:45 am)BILLING CODE 8320-01-M
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Sunshine Act Meetings

This section of the FEDERAL REGISTER 
contains notices of meetings published 
under the “Government in the Sunshine 
Act” (Pub. L  94-409) 5 U.S.C.
552b(e)(3). '

CONTENTS
Item

Copyright Royalty Tribunal................   1
Federal Election Commission................  2
FFederal Energy Regulatory Commis­

sion ......................................    3
Federal Home Loan Bank Board.......... 4, 5
Federal Reserve System........................  6
Securities and Exchange Commission. 7

1
COPYRIGHT ROYALTY TRIBUNAL.[Docket No. CRT 80-5]
TIM E AND DATE: 10 a.m., June 2. 3,4. 5, 1981.
PLACE: Room 414, 2100 K Street, N.W., Washington, D.C. 20036.
STATUS: Open.
MATTERS TO BE CONSIDERED: Distribution of 1979 Jukebox Royalty Fees.
Clarence L. James, Jr.,
C h a ir m a n , C o p y r ig h t R o y a lty  T r ib u n a l.|S-682-81 Filed 4-28-81; 3:46 pm|BILLING CODE 1410-07-M
2
FEDERAL ELECTION COMMISSION.

DATE AND t im e : Tuesday, May 5,1981 at 10 a.m.
PLACE: 1325 K Street, N.W ., Washington, D .C .
STATUS: This meeting will be closed to the public.
m a t t e r s  TO  BE c o n s id e r e d : Personnel. Compliance. Litigation. Audits.* * * * * *
DATE AND TIME: Thursday, May 7,1981 at 10 a.m.
PLACE: 1325 K Street, N.W ., Washington, D.C. (fifth floor).
s t a t u s : This meeting will be open to the public.
MATTERS TO BE CONSIDERED:

Setting of dates for future meetings 
Correction and approval of minutes 
Certifications

Advisory opinion 1981-18—Jerry W . Powell, 
Counsel, Central Bancshares o f the South, 
Inc.

Pending legislation 
Appropriations and budget 
Classification actions 
Routine administrative matters

PERSON TO CONTACT FOR INFORMATION: Mr. Fred Eiland, Public Information Officer; telephone: 202-523-4065.
Lena L. Stafford,
A d m in is tr a tiv e  A s s is ta n t.IS-680-81 Filed 4-28-81; 3:04 pm)BILLING CODE 6715-01-M3
FEDERAL ENERGY REGULATORY 
COMMISSION.
“ FEDERAL REGISTER”  CITATION OF 
PREVIOUS ANNOUNCEMENT: 46 FR 23649, April 28,1981.
PREVIOUSLY ANNOUNCED TIME AND DATE  
OF MEETING: 10 a.m., April 29,1981. 
CHANGE IN THE MEETING: The following items are being added:
Ite m  N o ., D o c k e t  N o ., a n d  C o m p a n y  
C A G -2 0 . RP72-6-031. RP72-6-032, CP77-289- 

025 and CP76-87, El Paso Natural G as Co. 
M -6. RM80-42, T ax normalization for certain 

items reflecting timing differences in the 
recognition of expenses or revenues for 
ratemaking and income tax purposes.

RP-6. TA81-2-48-000, Michigan W isconsin 
G as Pipe Line Co.

CP-5, (a) CP80-430 and CP81-144-000, 
Columbia G as Transmission Corp.; (b) 
CP81-20-000, Columbia G as Transmission 
Corp. and Transcontinental G as Pipe Line 
Corp.; (c) CP79-2-6-001, Columbia G as  
Transmission Corp.

Lois D. Cashell,
A c t in g  S e c r e ta r y .[S-678-81 Filed 4-28-81; 11:54 ani|BILLING CODE 6450-85-M4
FEDERAL HOME LOAN BANK BOARD.
TIM E AND DATE: Wednesday, May 6, 1981.
PLACE: 1700 G Street, N.W ., board room, six floor, Washington, D.C.
STATUS: Open meeting.
CONTACT PERSON FOR MORE 
INFORMATION: Mr. Marshall (202-377- 6679).
MATTERS TO BE CONSIDERED:

Application for Bank Membership—The 
Binghamton Savings Bank, Binghamton, 
N ew  York

Federal Register 
Vol. 46, No. 83 
Thursday, April 30, 1981

Request for Extension of Time to Open a 
Branch O ffice— First Federal Savings & 
Loan Association of Sioux City, Sioux City, 
Iowa

Proposed Merger; Maintenance of Branch 
Office; Cancellation of Membership and 
Insurance and Transfer of Stock— Home 
Federal Savings & Loan Association, 
Bishopville, South Carolina into Security 
Federal Savings & Loan Association, 
Columbia, South Carolina 

Designation of Supervisory Agents 
Branch Office Application— First Federal 

Savings & Loan Association, of Brainerd, 
Brainerd, Minnesota

Application for Bank Membership— The Dime 
Savings Bank of N ew  York, Brooklyn, New  
York

Service Corporation Activity—First Federal 
-  Savings & Loan Association of Willoughby, 

Willoughby, Ohio 
No. 480, April 28,1981.[S-677-81 Filed 4-28-81; 9:42 am|BILLING CODE 6720-01-M5
FEDERAL HOME LOAN BANK BOARD.

PREVIOUSLY ANNOUNCED TIME AND DATE 
OF MEETING: 10 a.m., Wednesday, May 6, 1981.
PLACE: 1700 G Street N.W., board room, sixth floor, Washington, D.C.
STATUS: Open meeting.
CONTACT PERSON FOR MORE 
in f o r m a t io n : Mr. Marshall (202-377- 6679).
CHANGES IN THE MEETING: The following item has been withdrawn from the open portion of the Bank Board meeting of Wednesday, May 6,1981.
Proposed Merger; Maintenance of Branch 

office; Cancellation of Membership and 
Insurance and Transfer of Stock— Home 
Federal Savings & Loan Association, 
Bishopville, South Carolina in to  Security 
Federal Savings & Loan Association, 
Columbia, South Carolina.

N o. 481, April 28,1981.IS-679-81 Filed 4-28-81; 1:46 pm|BILLING CODE 6720-01-M
6
FEDERAL RESERVE SYSTEM.Board of Governors 
“ FEDERAL REGISTER”  CITATION OF 
PREVIOUS ANNOUNCEMENT: 46 FR, 23040, Wednesday, April 22,1981.
PREVIOUSLY ANNOUNCED TIME AND DATE 
OF THE MEETING: 10 a.m. Monday, April27,1981.
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CHANGES IN  TH E  M E E TIN G : One of the items announced for inclusion at this meeting was consideration of any agenda items carried forward from a previous meeting; the following such closed item(s) was added:
Proposals with respect to the Board’s 

employment goals. (This matter was 
originally announced for a meeting on April 
20,1981)

CONTACT PERSON FO R M O RE  
in f o r m a t io n : Mr. Joseph R. Coyne, Assistant to the Board (202) 452-3204.

Dated: April 27,1981.
James M cAfee,
Assistant Secretary o f the Board.|S-681-81 Filed 4-28-81; 3:53 pm]
BILLING CODE 6210-01-M7
SECURITIES A N D  EX C H A N G E  C O M M IS S IO N .Notice is hereby given, pursuant to the provisions of the Government in the Sunshine Act, Pub. L\ 94-409, that the Securities and Exchange Commission will hold the following meetings during the week of May 4,1981, in Room 825,

500 North Capitol Street, Washington, 
D.C.An open meeting will be held on Wednesday, May 6,1981, at 10 a.m., followed by a'closed meeting.The Commissioners, their legal assistants, the Secretary of the Commission, and recording secretaries will attend the closed meeting. Certain staff members who are responsible for the calendared matters may be present.The General Counsel of the Commission, or his designee, has certified that, in his opinion, the items to be considered at the closed meeting may be considered pursuant to one or more of the exemptions set forth in 5 U.S.C. 552b (c) (4) (8) (9) (A) and (10) and 17 CFR 200.402(a)(4)(8)(9)(i) and (10).Acting Chairman Loomis and Commissioners Evans, Friedman, and Thomas determined to hold the aforesaid meeting in closed session.The subject matter of the open meeting scheduled for Tuesday, May 5, 1981, at 9:00 a.m., will be:

1. Consideration of whether to grant the 
Freedom of Information A ct (FOIA) W aiver 
of Fees Appeal of Jay Gary Finkelstein, in 
connection with the F O IA  request for

Commission files concerning Lifespring 
Corporation. For further information, please 
contact Gilles Attia at (202) 272-2448.2. Consideration o f whether to release to 
the public a study, entitled A  Monitoring 
Report on the Operation o f the Cincinnati 
Stock Exchange National Securities Trading 
System . For further information, please 
contact Terry M . Chuppe at (202) 523-5623.The subject matter of the closed meeting scheduled for Tuesday, May 5, 1981, following the 9:00 a.m. open meeting, will be:
Opinions.
Freedom of Information Act appeals. 
Institution of administrative proceeding of an 

enforcement nature.
Institution of injunctive action and 

administrative proceeding of an 
enforcement nature.At times changes in Commission priorities require alterations in the scheduling of meeting items. For further information and to ascertain what, if any, matters have been added, deleted or postponed, please contact: Bruce Mendelsohn at (202) 272-2091.

April 27,1981.IS-676-81 Filed 4-27-81; 5:12 pm) ,
BILLING CODE 3010-01-M
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DEPARTMENT OF TRANSPORTATION 

Federal Aviation Administration 

14 CFR Part 125

[D ocket No. 19779; Arndt. No. 12 5 -2 ]

Airplanes; Certification and 
Operations; Correction

AGENCY: Federal Aviation Administration (FAA), DOT.
a c t io n : Final rule.
SUMMARY: This amendment corrects errors made when the final Part 125 regulation was printed in the Federal Register (45 FR 67214; October 9,1980). This amendment is required to ensure that ambiguity resulting from those errors is eliminated.
EFFECTIVE DATE: April 30,1981.
FOR FURTHER INFORMATION CONTACT: Jean Casciano, Regulatory Projects Branch (AVS-24), Safety Regulations Staff, Associate Administrator for Aviation Standards, Federal Aviation Administration, 800 Independence Avenue, SW „ Washington, DC 20591; telephone (202) 755-8716.
SUPPLEMENTARY INFORMATION: When Notice of Proposed Rulemaking No. 79- 19 was published (44 FR 66324;November 19,1979), proposed § 125.247(e) read “No person may operate any airplane unless the installed engines have been maintained in accordance with the overhaul periods recommended by the manufacturer or a 
program approved by the Administrator . . .” (emphasis supplied). However, when the manuscript copy of the final rule was sent to the Federal Register for printing, the words “a program” were

inadvertently ohiitted and § 125.247(d)(1) (the subparagraphs were restructured), as submitted and as published, read “The installed engines have been maintained in accordance with the overhaul periods recommended by the manufacturer or approved by the Administrator; and” . The words “a program” are necessary to express the concept that a program approved by the Administrator is a satisfactory alternative to compliance with the overhaul periods recommended by the manufacturer.In addition, when the final rule was sent to the Federal Register for printing, § 125.381(c)(2) stated “Is on final approach segment using a nonprecision approach procedure, o r . . .” However, when the rule was printed, editorial marks were misread and the final rule was printed to read “Is on final approach using a segment/nonprecision approach procedure, o r . . .” It is necessary to correct this ambiguity so the codification document provision is the same as the provision in the amendment signed by the Administrator.
Need for Immediate AdoptionSince this amendment corrects errors, eliminates ambiguity, and imposes no additional burden on any person, I find that notice and public procedure are unnecessary and contrary to the public interest and that good cause exists for making it effective in less than 30 days.
Adoption of the AmendmentAccordingly, Part 125 of the Federal Aviation Regulations (14 CFR Part 125) is amended as follows, effective April30,1981.

PART 125—CERTIFICATION AND 
OPERATIONS: AIRPLANES HAVING A 
SEATING CAPACITY OF 20 OR MORE 
PASSENGER S OR A MAXIMUM 
PAYLOAD CAPACITY OF 6,000 
POUNDS OR MORE1. By revising § 125.247(d)(1) to read as follows:
§ 125.247 Inspection programs and 
maintenance.
*  *  *  Hr *(d) * * *(1) The installed engines have been maintained in accordance with the overhaul periods recommended by the manufacturer or a program approved by the Administrator; and * * * * *(2) By revising § 125.381(c)(2) to read as follows:
§ 125.381 Takeoff and landing weather 
minimums: IFR.
*  *  *  * *(c) * * *(2) Is on final approach segment using 
a nonprecision approach procedure, or * * * * *
(Secs. 313, 601 through 610, and 1102, Federal 
Aviation Act of 1958, as amended (49 U.S.C. 
1354,1421-1430, and 1502); sec. 6(c), 
Department of Transportation Act (49 U.S.C. 
1655(c)))

Note.— The F A A  has determined that this 
document involves a regulation which is not 
a major rule under Executive Order 12291 or 
a significant regulation under the D O T  
Regulatory Policies and Procedures (44 FR  
11034; February 26,1979). Since this 
regulatory action involves an amendment 
that corrects an inadvertent omission and an 
editorial error and does not make a 
substantive change, the anticipated impact is 
so minimal that it does not warrant 
preparation of a regulatory evaluation.
Issued in Washington, D .C ., on April 6,1981. 
Charles E . Weithoner,
Acting Adm inistrator.(FR Doc. 81-12625 Filed 4-29-81; 8:45 am]
BILLING CODE 4910-13-M
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DEPARTMENT OF EDUCATION

Office of the Secretary

34 CFR Subtitle A and Chs. I-V II 
41 CFRCh.34

Semiannual Regulations Agenda and 
Review List
AGENCY: Department of Education. 
ACTION: Publication of the semiannual agenda of regulations.________________,
s u m m a r y : The Secretary of Education publishes a semiannual agenda of regulations under development as required by Executive Order 12291 entitled “Federal Regulations” and the Regulatory Flexibility Act. This agenda provides a brief description of regulations being developed by the Department of Education. The purpose of the agenda is to encourage more effective public participation in the regulatory process by giving the public early information about pending regulatory activities.
FOR FURTHER INFORMATION:Questions or comments related to specific regulations listed in this agenda should be directed to the contact person listed for that set of regulations. Questions or comments on the overall agenda should be directed to A . Neal Shedd, Director, Division of Regulations Management, Office of the General Counsel, Department of Education, Room 2129 FOB-6, 400 Maryland

Avenue, S.W ., Washington, D.C. 20202. Telephone (202) 245-7091.
SUPPLEMENTARY INFORMATION:Executive Order 12291, dated February17,1981, and the Regulatory Flexibility Act require the Department of Education to publish, in October and April of each year, an agenda of proposed regulations that the Department has issued or expects to issue. This is the first semiannual agenda published by the Department. It includes both proposed regulations currently being drafted and pending final regulations for which NPRMs have been published.For each set of proposed or final regulations listed, the agenda provides a: (1) title; (2) summary; (3) contact,, person; and (4) decision date (expected month of publication of the final regulations (FR) or the notice of proposed rulemaking (NPRM)).The summary of each set of regulations includes: (1) a brief description of the proposed or final regulations; (2) notice whether a regulatory impact analysis is required by Executive Order 12291; (3) notice whether a regulatory flexibility analysis is required by the Regulatory Flexibility Act; (4) a brief statement of the Department’s objectives in issuing the regulations; (5) the legal basis for the regulations; and (6) the Code of Federal Regulations part number assigned to the regulations.

The Department is required by Executive Order 12291 to prepare a regulatory impact analysis for any set of regulations that is a “m^jor rule” as defined by the Order, and that is not exempted from the requirements in the Order. This semiannual agenda specifies whether or not a regulatory impact analysis will be prepared for each set of regulations listed.The Regulatory Flexibility Act, Pub. L. 96-354, enacted September 19,1980, requires that Federal agencies take into account the impact of their regulations on “small entities,” including small businesses, small governmental jurisdictions, and other small organizations. The Department must prepare an initial regulatory flexibility analysis for any proposed regulations for which a notice of proposed rulemaking is issued on or after January1,1981 if the proposed regulations will have a significant economic impact on a substantial number of small entities. A reference has therefore been included in this agenda to indicate whether a regulatory flexibility analysis is required.This publication in the Federal Register does not impose any binding obligation on the Department with regard to any specific item on the agenda. Regulatory action in addition to the items listed is not precluded.
Dated: April 23,1981.T. H. Bell,

Secretary o f Education.

Department of Education Semiannual Regulations Agenda and Review List

Title Summary Contact Earliest expected decision date

Continuing Education Outreach-State-Ad­
ministered Program.

Continuing Education Outreach-Special 
Projects Program.

Institutional Aid Programs.

Strengthening Institutions Program

A. Description: The regulations establish requirements for a  program designed primarily to increase a ccess to post-secondary education for underserved adults.B. Regulatory impact analysis: Not required. "C . Regulatory llexibility analysis: Not required.D. Objectives: The regulations describe options available to the States, establish administrative requirements for the conduct of the program, particularly those pertaining to reports and waivers, and reflect recent statutory changes.E. Legal basis: Section 111-115 of Title l-B  of the Higher Education A ct of 1965,. as amended by Pub. L. 96-374 (20 U .S .C . 1011-1015).F . Citation: 34 C F R  Part 605.A . Description: The regulations establish requirements governing grants and con­tracts to institutions of higher education, public and private organizations, States, and businesses to meet postsecondary educational needs of adult learners.B. Regulatory impact analysis: Not required.C . Regulatory flexibility analysis: Not required.D. Objectives: The regulations provide comprehensive program information for potential applicants and establish procedures for receipt and evaluation of application.E . Legal basis: Section 116 of Title l-B  of the Higher Education Act of 1965, as amended by Pub. L. 96-374 (20 U .S .C . 1016).F . Citation: 34 C F R  Part 606.A . Description: The regulations contain the general fiscal and administrative requirements for three programs under Title III of the Higher Education A c tB. Regulatory impact analysis: Not required.C . Regulatory llexibility analysis: Not determined.O. Objective: The regulations establish general provisions common to the operation of the three programs.E. Legal basis: Title III of the Higher Education Act of 1965, a s amended by Pub. L  96-374 (20 U .S .C . 1051-1069).F . Citation: 34 C F R  Part 624.A . Description: The regulations implement a program of assistance to improve the academ ic quality, institutional management, and fiscal stability of eligible institu­tions.B. Regulatory impact analysis: Not required.C . Regulatory llexibility analysis: Not determined.

J. E. Donahue, (202) 
245-9868.

J. E. Donahue (202) 
245-9868.

Alfreda Liebermann 
(202) 245-2384.

Alfreda Liebermann 
(202) 254-2384.

FR May 1981.

FR May 1981.

NPRM June 1981.

NPRM June 1981.
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Department of Education Semiannual Regulations Agenda and Review List— Continued

Titte Summary Contact Earliest expected decision date
0. Objective: The regulation» establish requirements of a program designed to 

assist certain institutions of higher education in solving problems, stabilizing their 
management and fiscal operations, and improving the overall quality of their 
operations.

E. Legal basis: Title III of the Higher Education Act of 1965, as amended by Pub. L  
96-374 (20 U.S.C. 1057-1059).

F. Citation: 34 CFR Part 625;
Aid to Institutions with Special Needs A . Description: The regulations implement a  program that provides short-term 

Program. Federal assistance to strengthen the planning, management; and fiscal capabili­
ties of institutions with special needs.

B. Regulatory impact analysis: Not determined
C. Regulatory flexibility analysis: Not required.
0. Objective: The regulations establish the requirements of a program that provides 

a maximum of five years, assistance to resolve the special needs of certain 
institutions of higher education.

E. Legal basis: Title III of the Higher Education Act of 1965, as amended by Pub. L. 
96-374 (20 U.S.C. 1060-1063).

F. Citation: 34 CFR Part 626.
Challenge Grant Program...... .........„ .......... A. Description: The regulations implement a program under which certain institu­

tions of higher education am  eligible for matching assistance as an incentive to 
develop new sources of financial support.

B. Regulatory impact analysis: Not required.
C. Regulatory flexibility analysis: Not determined;
0. Objective: The regulations establish the requirements of a program designed to 

assist institutions to develop new sources of income to overcome conditions that 
may threaten their survival.

E. Legal basis: Title lb o f the Higher Education Act of 1965, as amended by Pub. L. 
96-374 (20 U.S.C. 1064-1065).

F. Citation: 34 CFR Part 627.
College Library Resources Program__ ...... A. Description: The regulations establish the requirements governing the award of

grants to assist institutions of higher education and other eligible library institu­
tions to improve the quality of their library holdings and networking capabilities.

B. Regulatory impact analysis: Not required.
C. Regulatory flexibility analysis- Not required.
O. Objectivés: The regulations implement statutory changes and changes resulting 

from program experience.
E. Legal basis: Part A of Title H of the Higher Education Act of 1966, as amended 

by Pub. L  96-374 (20 U.S.C. 1021).
• F. Citation: 34 CFR Part 773.

Library Research and Demonstration A . Description: The regulations establish the requirements governing the award of 
Program. grants to assist in encouraging research and demonstration projects related to

the improvement of libraries, training in Nbrarianship, and improvement of 
information technology.

B. Regulatory impact analysis: Not required.
C. Regulatory flexibility analysis: Not required.
D. Objectives: The regulations implement statutory changes, and changes resulting 

from the administrative experience of the program and incorporate the general 
selection criteria of EDGAR.

E. Legal basis: Part B of title K of the Higher Education Act o f 1965, as amended 
by Pub. L  96-374 (20 U.S.C. 1021 et secf).

F. Citation: 34 CFR Part 777.
Library Career Training Program______ _ A. Description: The regulations to institutions of higher education and other eligible

library institutions for training in Nbrarianship and for the improvement of library 
and information science.B . Regulatory impact analysis: Not required;

C. Regulatory flexibility analysis: Not determined.
D. Objectives: The amended regulations clarify requirements governing applications 

for grants and simplify previous regulatory language.
E  Legal basis: Part B of Title II of the Higher Education Act o f 1965, as amended 

by Pub. L  96-374 (20 Ü.S.C. 1021).
F. Citation: 34 CFR Part 77«Strengthening Research Library Ree- A. Description: The regulations amend existing régulations for a program that assist sources. the Nation's major research Nbraries to maintain and strengthen their holdings

and offer services to researchers and scholars.
B. Regulatory impact analysis: Not required.
C. Regulatory flexibility analysis: Not determined.
D. Objectives: The amended regulations clarify requirements governing applica­

tions tor grants and incorporate changes resulting from program experience.
E  Legal basis: Part C of Title II of the Higher Education Act of 1965, as amended 

by Pub. L  96-374 (20 U.S.C. 1021).
F. Citation: 34 CFR Part 77».Teacher Corps Programs—General............ A. Description: The regulations establish common provisions governing the three

types of Teacher Corps Projects: Teacher Corps Training Projects, Youth 
Advocacy Projects and Mathematics and Science Development Projects. The 
program is designed to improve teacher preparation, increase opportunities for 
children of low-income families, juvenile delinquents, and youth offenders; and 
develop curriculum offerings or instructional materials that improve instruction in 
mathematics and science.

B. Regulatory impact analysis: Not required.
C. Regulatory flexibility analysis: Not required.
D. Objectives: The regulations reflect recent statutory changes in the program and 

clarify the differences among the three types of projects.
E. Legal basis: Title V-A  of the Higher Education Act of 1965, as amended by Pub. 

L  96-374 (20 U.S.C. 1101 at sag.).
F. Citation: 34 CFR Part 791.

Teacher Corps—Training Projects_______ A. Description: The regulations establish the requirements for a program of
assistance to projects designed to develop methods and procedures for increas­
ing teaming opportunities tor children from tow-income families, develop and 
demonstrate new and improved approaches to train educational personnel, and 
install and disseminate improved practices of teacher education..

B. Regulatory impact analysis: Not required.
C. Regulatory flexibility analysis: Not required.

Alfreda Liebermann (202) 245-2384.

Alfreda Liebermann, (202)245-2384.

Frank Stevens, (202) 245-9530;

Frank Stevens, (202) 245-9530.

Frank Stevens, (202) 245-9530:

Frank Stevens, (202) 245-9530.

Preston Royster, (202) 653-8320.

Preston Royster, (202) 653-8320;

NPRM  Ju n e  1981.

NPRM  Ju n e  1961.

F R  May 1981.

F R  May 1981.

NPRM  August 1981.

NPRM  August 1981.

F R  May 1961.

FR  May 1981.
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0 . Objectives: The regulations implement and clarify requirements governing 

applications for grants, the selection of grantees, and the conducting of activities 
authorized under this program.

E. Legal basis: Title V-A  of the Higher Education Act of 1965, as amended by Pub. 
L  96-374 (20 U.S.C. 1101 e t seq.).

F. Citation: 34 CFR Part 792.
Teacher Corps—Youth Advocacy Proj- A. Description: The regulations establish the requirements for a program of 

ects. assistance to projects designed to provide remedial, basic, and secondary
education to juvenile delinquents and youth offenders.

B. Regulatory impact analysis: Not required.
C. Regulatory flexibility analysis: Not required.
D. Objectives: The regulations implement and clarify requirements governing 

applications for grants, the selection of grantees, and the conducting of projects 
under this program.

E. Legal basis: Title V-A of the Higher Education Act of 1965, as amended by Pub. L. 96-374 (20 U.S.C. 1101, e t seq ).
F. Citation: 34 CFR Part 793.

Teacher Corps—Mathematics and Sci- A. Description: The regulations establish the requirements for a program of 
ence Development Projects. assistance to projects designed to (1) develop, improve, or test curriculum

offerings or instructional materials for training teachers in mathematics and 
science; and (2) provide training for teachers to increase their effectiveness in 
developing instructional materials and in teaching mathematics and science in 
schools that have a high concentration of children from low-income families.

B. Regulatory impact analysis: Not required.
C. Regulatory flexibility analysis: Not required.
D. Objective: The regulations implement statutory changes authorizing activities 

interpreted as being consistent with the types of projects funded under the 
Teacher Corps Program.

E. Legal basis: Title V-A of the Higher Education Act of 1965, as amended by Pub. L. 96-374, (20 U.S.C. 1101 e t seq.).
F. Citation: 34 CFR Part 794.

Museum Services Program....... «................ A. Description: The regulations govern a grant program that assists museums
carrying out institutional assessments to measure their programs and operations 
by generally accepted professional standards.

B. Regulatory impact analysis: Not required.
C. Regulatory flexibility analysis: Not required.
D. Objectives: The regulations expand the types of assistance offered under the 

program.
E. Legal basis: Section 201-210 of the Museum Services Act of Title II of the Arts, 

Humanities, and Cultural Affairs Act of 1976 (20 U.S.C. 961-968); (5 U.S.C. 
552b).

F. Citation: 34 CFR Part 64.
Experimental Program for Opportunities A. Description: The regulations contain requirements governing the award of grants 

in Advanced Study and Research in to experimental activities that demonstrate effective ways of increasing the 
Education. participation of members of underrepresented groups in the field of educational

research and development
B. Regulatory impact analysis: Not required.
C. Regulatory flexibility analysis- Not required.
D. Objective: The regulations implement administrative requirements that revise the 

language and format of current provisions and improve their quality.
E. Legal basis: Section 405 of the General Education Provisions Act, as amended 

(20 U.S.C. 1221e)
F. Citation: 34 CFR Part 703.

Women's Educational Equity Act Pro- A. Description: The regulations—which add a subpart to existing regulations—  
gram. govern a program of financial assistance (Tier II) that helps educational agencies

and institutions implement projects of local significance to meet the requirements 
of Title IX of the Education Amendment of 1972.

B. Regulatory impact analysis- Not determined.
C. Regulatory flexibility analysis. Not determined.
D. Objective: The regulations implement requirements of the grant program for 

funding Tier II projects.
E. Legal basis: Part C of Title IX of the Elementary and Secondary Education Act 

of 1965, as amended (20 U.S.C. 3341-48), and Section 406 of the General 
Education Provisions Act (20 U.S.C. 1221e-3)..

F. Citation: 34 CFR Part 745.
Fund for the Improvement of Postsecon- A. Description: The regulations contains requirements for a program of grants to 

dary Education. help postsecondary institutions and agencies improve postsecondary education.
B. Regulatory impact analysis: Not determined.
C. Regulatory flexibility analysis: Not determined.
D. Objectives: The regulations alter the format and language of the current 

regulations to conform with the Education Department General Administrative 
Regulations, and implement changes with respect to annual priorities, selection 
criteria, and categories of competition.

E. Legal basis- Title X of the Higher Education Act of 1965, as amended by Pub. L  
96-374 (20 U.S.C. 1135).

F. Citation: 34 CFR Part 730.
Restrictions on the Use of Former Fed- A. Description: The regulations establish constraints on the services of certain 

eral Employees. former employees of the Department of Education in conjunction with contractual
proposals, negotiations, and awards.

B. Regulatory impact analysis: Not required.
C. Regulatory flexibility analysis- Not required.
D. Objective: The regulations implement the provisions in the Ethics of Government 

Act of 1978 concerning the use of-former employees by adding a new section to 
the General Policies subpart of the Department's procurement regulations.

E. Legal basis: The Department of Education Organization Act, Pub. L. 96-88 (20 
U.S.C. 3474).

F. Citation: 41 CFR, Chapter 34, Subpart 34-1.351
Cost of Attendance.......................................A. Description- The regulations—which amends existing regulations—establish

provisions used by the Pell Grant Program in determining a student's cost of 
attendance at an institution of postsecondary education.

B. Regulatory impact analysis: Not required.
C. Regulatory flexibility analysis: Not required.

Preston Royster, (202) 653-8320.

Preston Royster, (202) 653-8320.

Tom Litkowski, (202) 426-6577.

Frank Alejandro, (202) 245-8827.

Leslie Wolfe. (202) 245-2181.

Russell Y . Garth, (202) 245-8091.

Frederick H.Hunde mer, (202) 245-7166.

William L. Moran, (202) 472-4300.

FR  May 1981.

FR  May 1981.

FR  May 1981.

FR  May 1981.

NPRM  May 1981.

NPRM  May 1981.

NPRM  July 1981.

FR  May 1981.
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_______________________________________________________ Summary______________ _______________ _______________________________Contact Earliest expected decision dateD. Objective: The regulations implement new provisions of the Higher Education Act of 1965 (Section 462(d)), as amended by the Education Amendments of 1980.E. Legal basis: Title IV, Part E , of the Higher Education Act of 1965, a s  amended by Pub. L. 96-374 (20 U .S .C . 1070a).F . Citation: 34 C F R  Part 690.State Student Incentive Grant Program....... A. Description: The regulations amend and simplify a  program that provides grantsto stimulate States to develop and expand grant assistance to eligible students at institutions of postsecondary education.B. Regulatory impact analysis: Not required.C . Regulatory flexibility analysis: Not required.D. Objectives: The regulations implement changes contained in the Education Amendments of 1980 and simplify previous requirements.E. Legal basis: Sections 415A-415D of the Higher Education Act of 1965, as amended by Pub. L  96-374 (20 U .S .C . 1070c-1070c-3).F . Citation: 34 C F R  Part 692.Upward Bound Program — ....................................A . Description: The regulations implement a  grant program designed to helpdevelop the skills and motivation of students who need academ ic support to complete successfully a  program of education beyond high school. The program is intended for individuals who are o f low income or who are potential, first- generation college students.B. Regulatory impact analysis: Not required.C . Regulatory flexibility analysis: Not required.D. Objective: The regulations state the requirements for conducting projects that assist academically promising students to discover their ability and to pursue preparation for postsecondary education.E. Legal basis: Sections 417A and 417C of Title IV of the Higher Education Act of 1965, a s amended by Pub. L. 96-374 (20 U .S .C . 1070d; 1070d-1a).F. Citation 34CFR Part 645.Special Services for Disadvantaged Stu- A .Description: The regulations implement a  grant program that assists institutions of c*ents- higher education in providing a  range of supportive services to help students tocomplete postsecondary education. The program is intended for individuals who are physically handicapped or are first-generation college students of low income.B. Regulatory impact analysis: Not required.C . Regulatory flexibility analysis: Not required.D. Objective: The regulations state the requirements for conducting projects designed to help certain students complete programs of postsecondary educa­tion.
Talent Search Program -

Educational Opportunity Centers Program-

Training Program for Special Programs Staff and Leadership Personnel.

Performance S tandards for Special Pro­
grams for Students from  Disadvan- 
•eged Backgrounds.

E. Legal basis: Section 417A and D of Title IV of the Higher Education Act of 1965, 
as amended by Pub. L  96-374 (20 U.S.C. 1070d; 1070d-1b).

F. Citation: 34 CFR Part 646.
A. Description: The regulations implement a grant program that identifies and 

assists qualified youths to complete secondary education and to enter programs 
of postsecondary education. Projects also assist individuals who have not 
completed programs of secondary and postsecondary education to reenter 
educational programs.

B. Regulatory impact analysis: Not required.
C. Regulatory flexibility analysis: Not required.
D. Objective: The regulations state the requirements for conducting projects that 

help low-income and potential, first generation college students to complete 
secondary school and enter or reenter postsecondary educational programs.

E. Legal basis: Section 417A and 417B of Title IV of the Higher Education Act of 
1965, as amended by Pub. L. 96-374 (20 U.S.C. 1070d, 1070d-1).

F. Citation: 34 CFR Part 643.
A. Description: The regulations implement a grant program that assist the develop­

ment and operation of centers providing a range of educational information and 
services to individuals interested in pursuing postsecondary education. The 
program is intended to serve mainly persons of low-income who are first 
generation college students or potential, first-generation college students.

B. Regulatory impact analysis: Not required.
C. Regulatory flexibility analysis: Not required.
D. Objective: The regulations state the requirements for establishing and operating 

a center designed to assist certain persons interested in pursuing programs of 
postsecondary education.

E. Legal basis: Sections 417A and 417E, of the Higher Education Act of 1965, as 
amended by Pub. L  96-374 (20 U.S.C. 1070d; 1070d-1c).

F. Citation: 34 CFR Part 644.
A. Description: The regulations implement a grant program that assists institutions 

and organizations in providing training for staff and leadership personnel involved 
in projects under the Special Programs for Students from Disadvantaged Back­
grounds. The training is designed, also, to improve the operation of projects.

B. Regulatory impact analysis: Not needed.
C. Regulatory flexibility analysis: Not required.
D. Objective: The regulations state the requirements for conducting a project to 

train staff and leadership personnel.
E. Legal basis: Sections 417A and 417F of Title IV of the Higher Education Act of 

1965, as amended by Sec. 405, Pub. L  96-374 (20 U.S.C. 1070d; 1070-1d).
F. Citation: 34 CFR Part 642.
A. Description: The regulations, which amend the regulations governing five 

programs, state additional criteria for evaluating certain applications. The amend­
ment affects the following programs: Special Services for Disadvantaged Stu­
dents. Staff Development, Talent Search, Upward Bound, and Educational 
Opportunity Centers.

B. Regulatory impact analysis: Not required.
C. Regulatory flexibility analysis: Not determined.
D. Objectives: The regulations implement criteria the Secretary uses to evaluate 

past performance by applicants that have conducted special programs profits 
within the previous three years.

£ . Legal basis: Section 417A of Title IV of the Higher Education Act of 1965, as 
amended by Pub. L  96-374 (20 U.S.C. 1070d).

F. Citation: 34 CFR Parts 642, 643, 644, 645, and 646.

Lanora Smith, (202) 472-4265.

Mary K. Smith, (202) 245-2511.

Mary K. Smith, (202) 245-2511.

Mary K. Smith, (202) 245-2511.

Mary K Smith, (202) 245-2511.

Mary K. Smith, (202) 245-251T

Mary K. Smith, (202) 245-5211.

FR  May 1981.

FR  May 1981.

FR  May 1981.

FR  May 1981.

FR May 1981.

FR  May 1981.

NPRM  Ju n e  1981.
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Veterans Cost of Instruction Payment Program.

Parent Loans for Undergraduate Stu­dents Program.

College Housing Program.

Financial Assistance for Construction, Reconstruction, and Renovation of Academic Facilities—General.

Financial Assistance for the Construc­tion, Reconstruction, and Renovation of Undergraduate Academ ic Facilities.

Financial Assistance for the Construc­tion, Reconstruction, and Renovation of Graduate Academic Facilities..

Loans for the Construction, Reconstruc­tion, and Renovation of Academic Facilities.

Annual Interest Grants for the Construc­tion, Reconstruction, and Renovation of Academic Facilities.

Cooperative Education Program—Gener­al Provisions.

A. Description: The regulations establish requirements for a program that assists 
eligible institutions in meeting the educational needs of enrolled Vietnam-era 
veterans through a full-time Office of Veterans Affairs.

8 . Regulatory impact analysis: Not required.
C. Regulatory flexibility analysis: Not required.
D. Objectives: The regulations implement policy decisions, changes in the eligibility 

criteria, and the payment process of the program.
E. Legal basis: Section 420 of Title IV, Higher Education Act of 1965, as amended 

by Pub. L. 96-374 (20 U.S.C. 1070e-1).
F. Citation: 34 CFR Part 629.
A. Description: The regulations implement a new program of low-interest loans to 

parents of dependent students in undergraduate study at institutions of postsec­
ondary education.

B. Regulatory impact analysis• Not required.
C. Regulatory flexibility analysis: Not required.
0 . Objective: The regulations state the requirements for participation in this new 

program authorized by the Education Amendments of 1980.
E. Legal basis: Title IV, Part B, of the Higher Education Act of 1965, as amended 

by Pub. L. 96-374 (20 U.S.C. 1070e-1).
F. Citation: 34 CFR Part 683.
A. Description: The regulations implement a program that provides long-term, low- 

interest loans to colleges and universities.
B. Regulatory impact analysis: Not required.
C. Regulatory flexibility analysis: Not required.
0 . Objective: The. regulations establish the criteria and other requirements for 

loans to institutions of higher education for construction, acquisition, or modifica­
tion of dormitories, faculty housing, and related facilities.

E. Legal basis: Section 401 et seq. of the Housing Act of 1950, as amended (12 
U.S.C. 1749); Section 306 of the Department of Education Organization Act (20 
U.S.C. 3446).

F. Citation: 34 CFR Part 614.
A. Description: The regulations contains the general provisions common to four 

grant and loans programs that provide financial assistance for the improvement 
of higher education academic facilities.

B. Regulatory impact analysis: Not required.
C. Regulatory flexibility analysis: Not required.
D. Objective: The regulations establish the general requirements governing these 

programs of grants and loans to institutions of higher education.
E. Legal basis' Sections 701-742 of Title VII of the Higher Education Act of 1965, 

as amended by Pub. L  96-374 (26 U.S.C. 11322-1132e-1).
F. Citation: 34 CFR Part 617.
A. Description: The regulations establish the selection criteria and other provisions 

governing grants to institutions of higher education for the construction, recon­
struction, or renovation of undergraduate academic facilities.

B. Regulatory impact analysis' Not required.
C. Regulatory flexibility analysis: Not required.
D. Objectives: The regulations implement provisions of the program related to the 

awarding of grants and reflect recent statutory changes.
E. Legal basis: Sections 701-742 of Title VII of the Higher Education Act of 1965, 

as amended by Pub. L. 96-374 (20 U.S.C. 1132a-1132e-1).
F. Citation: 34 CFR Part 618.
A. Description: The regulations establish the criteria and requirements for grants to 

institutions of the higher education for construction, reconstruction, or renovation 
of graduate academic facilities.

B. Regulatory impact analysis: Not required.
C. Regulatory flexibility analysis: Not required.
D. Objectives: The regulations implement provisions of the program related, to the 

awarding of grants and reflect recent statutory changes.
E. Legal basis: Sections 701-742 of Title VII of the Higher Education Act of 1965, 

as amended by Pub. L. 96-374 (20 U.S.C. 1132a-1132e-l).
F. Citation: 34 CFR Part 619.
A. Description: The regulations establish the selection criteria and other provisions 

governing loans to institutions of higher education for the construction, recon­
struction, or renovation of academic facilities.

B. Regulatory impact analysis' Not required.
C. Regulatory flexibility analysis' Not required.
D. Objectives: The regulations implement provisions of the program related to the 

awarding of loans and reflect recent statutory changes.
E. Legal basis: Sections 701-742 of Title VII of the Higher Education Act of 1965, 

as amended by Pub. L. 96-374 (20 U.S.C. 1132a-1132e).
F. Citation: 34 CFR Part 620.
A. Description: The regulations establish the selection criteria and other provisions 

governing annual interest grants to institutions of higher education to reduce the 
cost of borrowing funds for the construction, reconstruction, or renovation of 
academic facilities.

B. Regulatory impact analysis: Not required.
C. Regulatory flexibility analysis: Not required.
D. Objectives: The regulations implement the provisions of the program and reflect 

recent statutory changes
E. Legal basis: Sections 701-742 of Title VII of the Higher Education Act of 1965, 

as amended by Pub. L. 96-374 (20 U.S.C. 1132a-1132e-1)
F. Citation: 34 CFR Part 621
A. Description: The regulations estabKsh the general provisions governing four 

components of a program designed to assist institutions of higher education in 
providing students the opportunity to gain career exposure in work experiences

B. Regulatory Impact analysis: Not required
C. Regulatory flexibility analysis: Not required
D. Objective: The regulations implement general requirements common to the 

several components of the program
E. Legal basis- Title VIII of the Higher Education Act of 1965, as amended by Pub. 

L. 96-374 (20 U.S.C. 1133-1133b)
F. Citation: 34 CFR Part 631

Stanley Patterson, (202) 245-2806.

Ja n e  Bryson, (202) 245-2475.

Thom as Carr, (202) 245-9514.

Lou Anderson, (202) 245-3253.

Lou Anderson, (202) 245-3253.

Lou Anderson, (202) 245-3253.

Lou Anderson, (202) 245-3253.

Lou Anderson, (202) 245-3253.

Barbara Freeman, (202) 245-2146.

FR May 1981.

FR May 1981.

FR  with invitation to comment, May 1981.

FR Ju n e  1981.

FR Ju n e  1981.

FR  Jun e 1981.

FR  Ju n e  1981.

FR  Ju n e  1981.

FR  Ju n e  1981.
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Cooperative Education Program—Admin- A. Description: The regulations establish requirements governing grants to instuti- 

istration. tions of higher education for projects designed to provide students with educa­
tionally related work experiences

B. Regulatory impact analysis: Not required
C. Regulatory flexibility analysis: Not required
D. Objectives: The regulations implement legislative changes, provide necessary 

information to potential applicants, and establish the selection criteria by which 
applications are evaluated

E. Legai basis: Title VIII of the Higher Education Act of 1965, as amended by Pub.
L. 94-374 (20 U.S.C. 1133-1133a)

F. Citation: 34 CFR Part 632
Cooperative Education Program—Dem- A. Desorption: The regulations establish requirements governing the award of 

onstration. demonstration grants to institutions of higher education to institutionalize cooper­
ative education on a comprehensive, institution-wide basis for a diverse student 
population

B. Regulatory impact analysis: Not required
C. Regulatory flexibility analysis: Not required
D. Objectives: The regulations implement legislative changes, provide necessary 

information to potential applicants, and establish criteria by which applications 
are evaluated

E. Legai basis: Title VIII of the Higher Education Act of 1965, as amended by Pub.
L. 96-374 (20 U.S.C. 1133-1133b)

F. Citation: 34 CFR Part 633
Cooperative Education Program—Re- A. Description: The regulations establish requirements governing grants to institu- 

search. tions of higher education to conduct research in methods of improving coopera­
tive education programs, promoting the use of cooperative education as an 
alternative approach, and developing cooperation between secondary schools 
and institutions of higher education

B. Regulatory impact analysis: Not required
C. Regulatory flexibility analysis: Not required
D. Objectives: The regulations implement legislative changes, provide information to 

potential applicants, and establish requirements for the program
E. Legal basis: Title VIII of the Higher Education Act of 1965, as amended by Pub.

L. 96-374 (20 U.S.C. 1133-1133b)
F. Citation: 34 CFR Part 634

Cooperative Education Program—Train- A.Description: The regulations establish the criteria and requirements governing 
<ng. training grants to develop and expand the capacity of institutions to carry out

cooperative education programs.
B. Regulatory impact analysis: Not required.
C. Regulatory flexibility analysis: Not required.
D. Objectives: The regulations implement legislative changes, provide information to 

potential applicants, and establish requirements for evaluating applications.
E. Legal basis: Title VIII of the Higher Education Act of 1965, as amended by Pub.
' L. 96-374 (20 U.S.C. 1133, 1133b).
F. Citation: 34 CFR Part 635.

Law School Clinical Experience Program... A. Description: The regulations establish requirements for a program that provides Alan Schiff, (202) 245- FR May 1981.
assistance to accredited law schools to establish or expand programs of clinical 2347. 
experience for students in the practice of law.

B. Regulatory impact analysis: Not required.
C. Regulatory flexibility analysis: Not required.
D. Objective: The regulations implement the provisions of the program.
E. Legai basis: Part E of Title IX of the Higher Education Act of 1965, as amended 

by Pub. L  96-374 (20 U.S.C. 1134n-1134p).
F. Citation: 34 CFR Part 639.Assistance for Training in the Legal Pro- A. Description: The regulations establish the criteria and requirements governing Heather Diliinger, (202) FR May 1981. fession. „assistance to individuals from disadvantaged backgrounds to undertake training 245-2347.

for the legal profession.
B. Regulatory impact analysis: Not required.
C. Regulatory flexibility analysis: Not required.
D. Objectives: The regulations implement provisions covering eligible activities ane 

costs under the program.
E. Legal basis: Part D of Title IX of the Higher Education Act of 1965, as amended 

by Pub. L. 96-374 (20 U.S.C. 1134).
F. Citation: 34 CFR Part 651.National Graduate Fellows Program...........  A. Description: The regulations establish eligibility and indicate how individuals Heather Diliinger, (202) FR May 1981.

apply for fellowships for doctoral studies in the arts, the humanities, and the 245-2347. 
social sicences.

B. Regulatory impact analysis: Not required.
C. Regulatory flexibility analysis: Not required.
D. Objectives: The regulations implement new provisions required by the Education 

Amendments of 1980.
E. Legal basis: Part C of Title IX of the Higher Education Act, as amended by Pub.

L. 96-374 (20 U.S.C. 1134h-1134k).
F. Citation: 34 CFR Part 650.

nstitutional Grants for Graduate and Pro- A. Description: The regulations establish the criteria and requirements for a 
tessional Study. program providing financial assistance to institutions of higher education to

maintain and strengthen the quality of programs of graduate and professional 
study and to strengthen undergraduate programs.

B. Regulatory impact analysis: Not required.
C. Regulatory flexibility analysis: Not required.
D. Objectives: The regulations implement new provisions required by the Education 

Amendments of 1980.

Barbara Freeman, FR  Ju n e  1981. (202) 245-2146.

Barbara Freeman, FR Ju n e  1981. (202) 245-2146.'

Barbara Freeman, FR Ju n e  1981. (202) 245-2146.

Barbara Freeman, FR  Jun e 1981. (202) 245-2146.

Secretary’s State-Administered and Dis­
cretionary Programs of Vocational Edu­
cation.

E. Legal basis: Part A of Title IX of the Higher Education A ct of 1965, as amended by Pub. L. 96-374 (20 U .S .C . 1134-113b).F . Citation: 34 C F R  Part 648.A . Description: The regulations amend matching requirements of a  program that Lee Cornelsen, (202) provides assistance to States for national priority programs for handicapped and 472-3440. disadvantaged persons. The regulations also make minor, technical amendmentsto the discretionary portions of the program.B. Regulatory impact analysis: Not required.C . Regulatory flexibility analysis: Not required.
FR  May 1981.
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Bilingual Education Amendments—Train­ing Projects.

Bilingual Education—Desegregation Sup­port Program.

School Assistance in Federally Affected Areas (SAFA) (School Construction).

School Assistance in Federally Affected Areas—Disasters.

Migrant Education—High School Equiva­lency Program (HEP) and College A s­sistance Migrant Program (CAMP).

School Assistance in Federally Affected Areas—Special Impact Aid Program for Refugees.

Migrant Education—Interstate and Intra­state Coordination Program.

D. Objective: The regulations provide guidance in preparing State plans, amend the 
criteria for and make other regulatory changes in one of the discretionary 
programs, and provide for the awarding of grants—in addition to contracts— 
under another discretionary program.

E. Legal basis: Vocational Act of 1963, as amended by Pub. L. 94-482, Puh. L  95- 
40, and Pub. L. 96-46 (20 U.S.C. 2301-2461).

F. Citation: 34 CFR Parts 400 and 408.
A. Description: The regulations clarify statutory requirements concerning the forma­

tion of an advisory council to assist in the development of an application under 
this program and statutory requirements concerning the priority for assisting 
applications that propose to serve areas having the greatest need for training 
projects.

B. Regulatory impact analysis: Not required.
C. Regulatory flexibility analysis: Not required.D. Objective: The regulations clarify statutory requirements concerning advisory 

councils lor applicants and explain how the Secretary will implement the statutory 
requirement giving priority to applicants that will serve areas having the greatest 
need.

E. Legal basis: Title VII of the Elementary and Secondary Education Act of 1965, 
as amended by Pub. L  95-561 (20 U.S.C. 3203, 3231, and 3233).

F. Citation: 34 CFR Part 510.
A. Description: The regulations implement a program of Federal financial assistance 

to local education agencies implementing desegregation plans to meet the 
special educational needs of minority group children who are from an environ­
ment in which the dominant language is other than English and who, as a result 
of language barriers and cultural differences, do not have equal educational 
opportunity.

B. Regulatory impact analysis: Not required.
C. Regulatory flexibility analysis: Not required.D. Objective: The regulations implement application and grant requirements related 

to the provision of Federal financial assistance to desegregating local educational 
agencies for special educational programs for eligible minority groups children.

E. Legal basis: Part D of Title VII of the Elementary and Secondary Education Act 
of 1965, as amended by Pub. L  95-561 (20 U.S.C. 3261).

F. Citation: 34 CFR Part 520.
A. Description: The regulation implement statutory amendments concerning basis of 

eligibility, hearings, and payment; establish an order of funding priority, describe 
criteria for waivers, and describe special rules for federally operated schools.

B. Regulatory impact analysis: Not required.
C. Regulatory flexibility analysis: Not required.D. Objectives: The regulations implement amendments to the law and clarify 

existing requirements.
E. Legal basis: Pub. L. 81-815 (20 U.S.C. 631-647), as amended by Pub. L. 95- 

561.
F. Citation: 34 CFR Part 221.
A. Desorption: The regulations establish requirements governing the provision of 

financial assistance to local educational agencies that have incurred disaster 
damage.

B. Regulatory impact analysis: Not required.
C. Regulatory flexibility analysis: Not required.D. Objectives: The regulations reflect changes in the operation of the program as 

a result of a management review.
E. Legal basis: Section 7 of Pub. L. 81-874 (20 U.S.C. 241-1) and Sec. 16 of Pub. 

L. 81-815, as amended by Pub. L. 95-561 (20 U.S.C. 646).
F. Citation: 34 CFR Part 219.
A. Description: The regulations implement programs of assistance to institutions of 

higher education for projects providing educational and supportive services to 
students whose families are engaged in migrant and seasonal farmwork.

B. Regulatory impact analysis: Not required.
C. Regulatory flexibility analysis: Not required.D. Objective: The regulations establish requirements for projects designed to assist 

eligible students in obtaining the equivalent of a high school diploma and in 
successfully adjusting to postsecondary school.

E. Legal basis: Subpart 5, Part A, Section 418A of Title IV of the Higher Education 
Act of 1965, as amended by Pub. L  96-374 (20 U.S.C. 1070d-2).

F. Citation: 34 CFR Part 206.
A. Description: The regulations implement a program of Federal financial assistance 

to local educational agencies that experience in any school year an enrollment 
increase of at least 20 students who have fled from Cambodia, Vietnam, Laos, or 
Haiti.

B. Regulatory impact analysis: Not required.
C. Regulatory flexibility analysis: Not required.
D. Objectives: The regulations establish requirements for receiving and using 

Federal financial assistance.
E. Legal basis- Pub. L. 81-874, as amended by Pub. L  96-374 (20 U.S.C. 239a).
F. Citation: 34 CFR Part 222.
A. Description: The regulations implement a program of Federal financial assistance 

to improve interstate and intrastate coordination of migrant education activities 
among State education agencies (SEAs) and local educational agencies.

B. Regulatory impact analysis- Not required.
C. Regulatory flexibility analysis: Not required.D. Objectives: The regulations establish requirements for interstate and intrastate 

coordination activities in mingrant education. They also enable the Secretary to 
establish, in consultation with SEAs, priority areas for program funding and to 
establish appropriate criteria that will ensure the selection of Quality proposals in 
areas of national need.

E. Legal basis: Subpart 1, Part B, Section 143 of Title I of the Elementary and 
Secondary Education Act of 1965, as amended by Pub. L  95-561 (20 U.S.C. 
2763).

F. Citation: 34 CFR Part 205.

Regina Robbins, (202)472-3520.

Alan Balkma, (202) 245-8412.

Robert Schneider, (202) 245-8412.

Joh n Ridgway, (202) 245-2222.

Carroll Dexter, (202) 472-4014.

Jo h n  Ridgway, (202) 245-2222.

FR  May 1981.

FR  September 1981.

FR  May 1981.

FR  May 1981.

FR May 1981.

NPRM  Ju n e  1981.
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Titles I and IV, E SEA—By-Pass Proce­
dures.

Education Department General Adminis­
trative Regulations (EDGAR)—Amend­
ments—Parts 75 and 76.

EGDAR Amendments— Parts 75 and 76...

EDGAR Amendments—Part 76.... ...

International Education Programs—Gen­
eral.

A. Description: The regulations establish procedures for the submission of written objections and for show-cause hearings when the Secretary proposes to imple­ment a by-pass to provide equitable services for children enrolled in private schoolsB. Regulatory impact analysis: Not required.C . Regulatory flexibility analysis: Not required.D. Objecthm  The regulations provide specific timelines and procedures to ensure that an expeditious and fair decision is made on whether the Secretary should implement a by-pass.E. Legal basis: Sec. 130 of Title I of the Elementary and Secondary Education Act of 1965, as amended by Pub. L. 95-561 (20 U .S.G. 2740); and Sec. 406 of Title 
IV of the Elementary and Secondary Education Act of 1965, as amended by Pub. L  95-561 (20 U .S.C. 3086);F. Citation: 34 CFR Parts 201 and 774.

A. Description: The regulations consolidate fiscal and administrative requirements for direct grant and State-administered programs of the Department of Education (ED) by incorporating 34 CFR Part 74 (regulations for the Administration of Grants).B. Regulatory impact analysis: Not determined.C . Regulatory flexibility analysis: Not required.D. Objectives: The regulations assist eligible parties in applying for grants and in conducting or administering federally assisted projects by having all ED fiscal and administrative requirements incorporated into one documentE. Legal basis: Sec. 408(aH1) of Pub. L  90-247, as amended (20 U .S.C . I22te- 3<aM1>).F. Citation: 34 CFR Parts 75 and 76.A. Description: The regulations incorporate into the Education Department General Administrative Regulations the "Cost Principles" currently found in the appendi­ces of 34 CFR Part 74.B. Regulatory impact analysis: Not determined.C . Regulatory flexibility analysis: Not required.D. Objective: The regulations assist affected parties by incorporating into one document all fiscal and administrative requirements.E. Legal basis- Section 408(a)(1) of Pub. L . 90-247, as amended (20 U .S.C . 1221e-3(aM1)).F. Citation: 34 CFR Parts 75 and 76.A. Description: The regulations amend the Education Department General Adminis­trative Regulations by adding requirements for participation in State-administered programs by children enrolled in private schools.B. Regulatory impact analysis Not required.C . Regulatory flexibility analysis Not required.D. Objective: The amendment states requirements for participation by eligible children enrolled in private schools.E. Legal basis Section 408(9)(1) of Pub. L  90-247, as amended (20 U .S.C. 1221e-3(a)(1)).F. Citation: 34 CFR Part 76.A. Description: The regulations contain general regulatory requirements common to four programs.B. Regulatory impact analysis Not required.C . Regulatory flexibility analysis: Not required.D. Objectives: The regulations reflect statutory changes and implement new requirements for grants.
National Resource Centers and Fellow­ships Program for Language and Area 

or Language and International Studies.

Undergraduate International Studies and 
Foreign Language Program.

International Studies and Research Pro­
gram.

E. Legal basis Title VI of the Higher Education Act of 1965, as amended by Pub. 
L  96-374 (20 U.S.C. 1121-1127); the Elementary and Secondary Education Act 
of 1965, Pub. L  89-10 (20 U.S.C., 3063-3065).

F. Citation: 34 CFR Part 655.A. Description: The regulations specify requirements governing toe establishment 
and operation of National Resource Centers for toe teaching of any modem 
foreign language.

B. Regulatory impact analysa: Not required.
C. Regulatory flexibility analysis Not required.
D. Objectives The regulations reflect statutory changes and implement new 

requirements for grants.
E. Legal basis Title VI of the Higher Education Act of 1965, as amended by Pub.

L. 96-374 (20 U.S.C. 1122). -
F. Citation: 34 CFR Part 656.
A. Description: The regulations establish requirements governing financial assist­

ance to strengthen and improve undergraduate instruction in international studies 
and foreign languages in the U.S.

B. Regulatory impact analysis Not required.
C. Regulatory flexibility analysis: Not required.
D. Objectives The regulations reflect statutory changes and implement new 

requirements for grants.
E. Legal basis Title VI of toe Higher Education Act of 1965, as amended bv Pub. 

L. 96-374 (20 U.S.C. 1124).
F. Citation: 34 CFR Part 658.
A. Description: The regulations establish requirements governing financial assist­

ance for research, studies, surveys, and the development of specialized materi­
als.

International Understanding Program.

B. Regulatory impact analysis Not required.
C. Regulatory flexibility analysis Not required
D. Objectives The regulations reflect statutory changes and implement new 

requirements for awards.
E. Legal basis Title VI of the Higher Education Act of 1965, as amended bv Pub. 

L  96-374 (20 U.S.C. 1125).
F. Citation: 34 CFR Part 660.
A. Description: The regulations establish requirements governing a  new program of 

grants to stimulate in education at all levels understanding about cultures, 
actions, and interconnections of nations and people.

B. Regulatory impact analysis Not required.
C. Regulatory flexibility analysis Not required.

Stephen Freíd, (202) 
426-6300.

Fred Hundemer, (202) 
245-1766.

Joseph Connor, (202) 
245-1766.

PhttRosenfeH, (202) 
427-6300.

Joseph Belmonte, 
(202) 245-2356.

Joseph Belmonte, 
(202) 245-2356.

Joseph Belmonte, 
(202) 245-2356.

Joseph Belmonte, 
(202) 245-2356.

Joseph Belmonte, 
(202) 245-9758.

FR May 1981.

FR August 1981.

FR August 1961.

FR August 198t.

FR June 1981.

FR June 1981.

FR June 1981.

FR June 1961.

FR June 1981.
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Teacher Centers.

National Institute of Handicapped R e­search.

Handicapped Research: Research and Demonstration projects.

Handicapped Research: Rehabilitation Research and Training Centers.

Handicapped Research: Rehabilitation Engineering Program.

Handicapped Research: Model Research and Training Program.

Handicapped Research: Knowledge Dis­semination and Utilization.

Handicapped Research: Research Fel­lowships.

Rehabilitation Technical Assistance Pro­gram.

D. Objectives: The regulations reflect new statutory provisions and implement requirements for grants.E . Legal basis: Part N of Title III of the Elementary and Secondary Education Act Of 1965, a s  amended Pub. L. 96-374 (20 U .S .C . 3063-3065).F . Citation: 34 C F R  Part 667.A. Description: The regulations govern awards of grants to local educational agencies and institutions of higher education to plan, establish, and operate teacher centers.B. Regulatory impact analysis: Not determined.C . Regulatory flexibility analysis: Not required.D. Objective: The regulations propose changes in the original interpretation and implementation of the statute with respect to administration of the program.E. Legal basis: Title V-B of the Higher Education Act of 1965, a s  amended Pub. L. 96-374 (20 U .S .C . 1119a).F . Citation: 34 C F R  Part 240.A. Description: The regulations establish general administrative requirements for programs under the National Institute of Handicapped ResearchB. Regulatory impact analysis: Not required.C . Regulatory flexibility analysis: Not required.D . Objectives: The regulations provide selection criteria and operating procedures common to the programs.E . Legal basis: Title II of the Rehabilitation Act of 1973, a s amended by Pub. L. 95-602 (29 U .S .C . 760-762).F. Citation: 34 C F R  Part 350.A . Description: The regulations govern a  program of assistance to projects designed to improve vocational and other rehabilitation services to handicapped individuals through the planning and conducting of research, demonstration activities, and specialized research.B. Regulatory impact analysis: Not required.C . Regulatory flexibility analysis: Not required.D. Objectives: The regulations described the types of projects authorized under the program and establish selection criteria and operating procedures of the pro­gram.E. Legal basis: Title II of the Rehabilitation Act of 1973, a s  amended by Pub. L  95-602 (29 U .S .C . 760-762).F . Citation: 34 C F R  Part 351.A. Description: The regulations govern a program of assistance to centers that conduct coordinated and advanced programs of research in rehabilitation, disseminate research findings, and provide training for rehabilitation personnel.B. Regulatory impact analysis: Not required.C . Regulatory flexibility analysis: Not required.D. Objectives: The regulations describe the types of activities supported by the Secretary and establish selection criteria and operating procedures for the program.E. Legal basis: Title II of the Rehabilitation Act of 1973, a s  amended by Pub. L. 95-602 (29 U .S .C . 760-762).F. Citation: 34 C F R  Part 352.A. Description: The regulations govern a  program of assistance for the application of technology a s a means of solving problems in rehabilitation.B. Regulatory impact analysis• Not required.C . Regulatory flexibiltiy analysis: Not required.D. Objectives: The regulations establish selection criteria and operating procedures for the program.E. Legal basis: Title II of the Rehabilitation Act of 1973, a s  amended by Pub. L. 95-602 (29 U .S .C . 760-762).F . Citation: 34 C F R  Part 353.A. Description: The regulations govern a program of assistance for the establish­ment and operation of centers that conduct research and training related to evaluating and developing the employment potential of the handicapped.B. Regulatory impact analysis: Not required.C . Regulatory flexibility analysis: Not required.D. Objectives: The regulations describe the types of activities eligible for assistance and establish selection criteria and operating procedures for the program.E. Legal basis: Title II of the Rehabilitation Act of 1973, as amended by Pub. L. 95-602 (29 U .S .C . 760-762).F . Citation: 34 C F R  Part 354.A . Description: The regulations govern a  program of assistance to promote the dissemination and use of knowledge and research generated by projects funded by the National Institutute of Handicapped Research and other sources.B. Regulatory impact analysis: Not required.C . Regulatory flexibility analysis: Not required.D. Objectives: The regulations describe the types of activities eligible for assistance and establish selection criteria and operating procedures for the program.E. Legal basis: Title II of the Rehabilitation Act of 1973, as amended by Pub. L  95-602 (29 U .S .C . 760-762).F . Citation: 34 C F R  Part 355.A. Description: The regulations govern a program of assistance to highly qualified individuals to conduct research related to rehabilitation problems of the handi­capped.B. Regulatory impact analysis: Not required.C . Regulatory flexibility analysis: Not required.D. Objectives: The regulations describe eligibility requirements for fellows, the types of problems that may be researched, and the criteria used to select fellows.E. Legal basis' Title II of the Rehabilitation Act of 1973, a s  amended by Pub. L. 95-602 (29 U .S .C . 760-762).F. Citation: 34 C F R  Part 356.A. Description: the regulations govern a  program of technical assistance in matters related to the management of rehabilitation facilities or in matters related to the removal of architectural, transportation, or communication barriers to the handi­capped.B. Regulatory impact analysis: Not required.C . Regulatory flexibility analysis: Not required.

Bruce Gaarder, (202) 472-5502.

Nathan Ed Aeree, (202) 472-5248.

Nathan Ed Aeree, (202) 472-5248.

Nathan Ed Aeree, (202) 472-5248.

Nathan Ed Aeree, (202) 472-5248.

Nathan Ed Aeree, (202)472-5248.

Nathan Ed A e r e e ,. (202) 472-5248.

Nathan Ed Aeree, (202) 472-5248.

NPRM Jun e 1981.

FR  May 1981.

FR  May 1981.

FR May 1981.

FR May 1981.

FR May 1981.

FR  May 1981.
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0 . Objective: The regulations implement requirements for conducting projects under the program.E. Legal basis: Sections 12(a) and 506 o f the Rehabilitation A ct of 1973, a s  amended by Pub. L  95-602 (29 U .S .C . 711(a) and 794(b)).F . Citation: 34 C F R  Part 393.The Helen Keller National Center for A . Description: The regulations govern a  program of assistance to  a  center Deaf-Blind Youths and Adults. designed for the vocational rehabilitation of deaf-blind individuals.B. Regulatory impact analysis: Not required.C . Regulatory flexibility analysis: Not required.O . Objective: The regulations implement the revised statutory authority for the center program.E . Legal basis: Section 313 of the Rehabilitation Act of 1973, a s  amended by Pub.L  95-602 (29 U .S .C . 777c). 'F . Citation: 34 C F R  Part 394.Research in Education of the Handi- A. Description: The regulations amend current regulations for a  program providing capped. grants and contracts for research in the education of the handicapped, includingmodel projects.B. Regulatory impact analysis: Not required.C .  Regulatory flexibility analysis: Not required.O . Objectives: The regulations establish priority areas for the funding of model projects and research projects and a method for the annual selection of priorities. They also revise current regulations to provide for contractual awards to for-profit organizations.E . Legal basis: Section 641-644 o f the Education o f the Handicapped Act, a s  amended by Pub. L  95-49 (20 U .S .C . 1441-1444).F . Citation: 34 C F R  Part 324.Needs Analysis: Common Form— 1982- A . Description: The regulations provide a  common needs analysis for the need- 1983. based student aid programs under Title IV of the Higher Education A c t  Theprograms affected are: Pell G ran t National Direct Student Loans, Supplemental Educational Opportunity Grants, College Work-Study, and Guaranteed Student Loan.B . Regulatory impact analysis: N ot required.C . Regulatory flexibility analysis: Not determined.D . Objectives: The regulations establish needs analysis provisions common to the operation o f the affected student aid programs.E . Legal basis: Section 417A of Title IV of the Higher Education A ct of 1965, a s  amended by Pub. L  96-374 (20 U .S .C . 1089).F . Citation: 34 C F R  Part 690.Innovative Regulatory Techniques...—...........  A . Description: The regulations amend the Education Department General Adminin-strative Regulations (EDGAR) and som e program regulations to provide adminis- y  trative relief for certain applicants for grants and certain recipients of grantsunder programs of the Department of Education.8 . Regulatory impact analysis: Not required.C . Regulatory flexibility analysis: Not determined.D . Objectives: The regulations implement provisions that permit certain entities to establish apply and their own compliance and administrative procedures to meet regulatory goals. They also exempt certain small entities from som e administra­tive requirements.E . Legal basis- Department of Education Organization Act, Pub. L  96-88 (20 U .S .C . 3474).F . Citation: 34 C F R  Parts 75, 76, 7 7 ,1 0 6 , and 674.

Harold F. Shay, (202) 245-0079.

Ja n e  C a se  Williams, (202)245-3387.

William Moran, (202) 472-4300.

Ruth Feldman, (202) 472-1058.

F R  May 1981.

F R  May 1981.

NPRM  Ju n e  1981.

NPRM  July 1981-

|FR Doc. 81-12749 Filed 4-29-81; 8:45 am] BILLING C O D E  4000-01-M
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DEPARTMENT OF HEALTH AND 
HUMAN SERVICES

20 CFR Ch. Ill

21 CFR Ch. I

42 CFR Chs. »-IV

45 CFR Subtitle A, Chs. II, III, and XIII 

Semi-Annual Agenda of Regulations

a g e n c y : Department of Health and Human Services.
a c t io n : Publication of semi-annual agenda of regulations (Executive Order 12291 and the Regulatory Flexibility Act of 1980).________________________ ______________
s u m m a r y : The President’s February 17, 1981, Executive Order on Regulations (Executive Order 12291) and the Regulatory Flexibility Act of 1980 require the Department to publish in

April and October an agenda of significant regulations being developed and an indication of those regulatory actions that are being analyzed for their affect on small businesses.This Agenda contains only those regulations that are: (1) specifically required by statute or court order; (2) implementing decisions made after January 20,1981; or (3) the result of ongoing review of existing regulations initiated prior to January 20,1981.The Department is in the process of establishing new procedures intended to reduce significantly the number and scope of new regulations issued in the future. In addition, the Department is undertaking a systematic review of significant regulations already "on the books” to eliminate unnecessary and overly burdensome requirements.Many regulations listed in the Department’s last semi-annual agenda (published on December 19,1980) are not included in this April list. The

Secretary is reviewing all regulatory actions initiated but not completed prior to January 20,1981, and ̂ decisions to proceed will be made on a case-by-case basis. Therefore, exclusions from this agenda only signifies that decisions have not been made on particular regulatory actions in the December 1980 Agenda.
FOR FURTHER INFORMATION CONTACT: For further inquiries or comments related to specific regulations listed in the agenda, the public is encouraged to contact the appropriate responsible individual. Questions or comments on the overall agenda should be sent to: Glenn JCamber, Deputy Executive Secretary (Regulations) Office of the Secretary, Department of Health and , Human Services, 200 Independence Avenue, SW ., Washington, D.C. .20201, Téléphoné: (202) 245-3160.

Dated: April 23,1981.
Richard S . Schweiker,
S e c r e ta r y  o f  H e a lth  a n d  H u m a n  S e r v ic e s .

Department of Health and Hyman Services Semiannual Regulations Agenda and Review List

O ffice o f the SecretaryTitle Summary Contact
O IG -1 — Grants to States for State Medicaid Fraud Control Units.

O S - 1—Requirements and Procedures Applica­ble to Appeals Before the Departmental Grant Appeals Board.

O C R -1 —Nondiscrimination on the Basis of Age in Federally . Assisted Programs.

Cost Principles for Nonprofit Organizations.

A . Description: The O IG  is reconsidering policy decisions m ade in existing regulations that governor State Medicaid Fraud Control Units and their relation­ship to State Medicaid agencies. These rules set forth eligibility for funding, mandatory and optional functions, staffing requirements, application and report­ing procedures, and funding limitations.B. Why Significant: The proposed amendments would eliminate som e unneces­sary limitations on unit funding, but would increase minimum requirements for participation to strengthen unit performance. Som e of these changes are in response to a  G A O  report, congressional enactm ent of permanent funding for these units and expressions of concern on unit activities, and O IG  experience with the units.C . Regulatory Analysis: Not required ...................................................................... ............................ .D . Need: To interpret PJL 96-499 and to improve the productivity of the units— _E. Legal Authority: P .L  96-499; P.L. 95-142; Sections 1903(a)(6) and 1102 of the Social Security A c tF . Chronology: The regulations proposal is the first step in the development o f the proposed amendments.G . Covered by the Regulatory Flexibility A c t N o ..................................................................... ............A. Description: This final rule would set out the requirements and procedures for appeals to Departmental Grant Appeals Board for certain disputes (listed therein) arising for H H S programs.B. Why Significant: This rule will revise earlier editions and is designed to provide a  fair and impartial process a s  well as substantial revision to provide for a  quick and flexible process.C . Regulatory Analysis: Not n e e d ed ............................................................................... .............................D. Need: To keep impartiality of Board while at the sam e time providing a  quicker more flexible process for grantees and agencies. To aid in shortening the time for final closeout or audit reports that are in dispute.E. Legal Basis: 5 U S C  301; Reorganization Plan of 1953 (Sec. 1, 5 ,6  and 7)______F. Chronology: Revision of previous edition proposed rule published on January 6, 1981; Public Hearing held February 17; comment period ended March 9, 1981.A . Description: The regulation will prohibit age  discrimination in programs and activities that receive financial assistance from the DepartmentB. Why Significant: The regulation will set forth the specific responsibilities of recipients and will protect individuals from age discrimination in HHS-assisted programs and activities.C . Regulatory Analysis: Not required...................................................................... ........................ .............D. Need: Pursuant to the Act the Secretary is required to promulgate agency- specific regulations setting forth the responsibilities of its recipients.E. Legal Basis: 42 U .S .C . 6101 e t seq _________________________________________________________F. Chronology: Government-wide final regulations to implement the A ct were published by the Department in the Federal Register on Ju n e  12, 1979 (44 FR  33768). The Department's agency-specific NPRM was published Septem ­ber 24, 1979 (44 FR 55108). Comment period ended November 2 3 ,1 9 7 9 .G . Covered by Regulatory Flexibility Act: No..................................................... ................................ ..A. Description: Amendment to H H S General grants administration regulation toimplement OM B Circular A-122, Cost Principles for Nonprofit Organizations.

Jo se p h  J .  Piazza, Director, Division of State Fraud Control, Office of Inspector General, 330 Independence Ave. S W ., Washington, D .C . 20201 202/472-3222.

Norval D. (John) Settle, Chair, Departmental Grant Appeals Board, Room 2004, Switzer Building, 330 C  Street SW ., Washington, D .C . 20201.

George Lyon, O ffice of the General Counsel, Civil Rights Division, (202) 245-6246, 330 Independence Ave. SW ., Washington, D .C . 20201.

Gary Talesnik, Office of Grants and Contract Financial M anagement, Room  533-H, Humphrey Bldg., 200 Independence Avenue SW ., Washington, D .C . 20201, 202-245-8771.B. Why Significant: Amendment would implement Government-wide cost princi­ples and further the objective of having consistent rules for Federal grantees.C . Regulatory Analysis: Not required________________________ ___________________________________
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Office of the SecretaryTitle Summary
D. Need: Required to comply with OM B directive............................................................................E. Legal Basis: 5 U .S .C . 301....... .. ...................................................................................................................F. Chronology: N on e ................................................................................................................................G . Covered by the Regulatory Flexibility Act: No.............. ......................... ........ ;............................Cost Allocation Plans for Public Assistance A. Description: Revision and Consolidation of current program regulations onPrograms. submission and approval of cost allocation plans used by State agencies toclaim administrative costs on public assistance programs (e.g„ Medicaid, A FD C etc.).B. Why Significant Regulation would provide comprehensive guidance on the submission and approval of cost allocation plans required to claim administra­tive costs on all HHS financed public assistance programs.C . Regulatory Analysis: Not required.......................................................................... ...............................D. Need: To clarify requirements, eliminate duplicative coverage in individual program regulations, provide more definitive guidance, and simplify appeals procedures related to “ cross-cutting”  cost disallowances.E. Legal Basis: S ec . 1102, 49 Stat. 647, 42 U .S .C . 1302...........................................................F. Chronology: N o n e ............................................................................... „ ..................................................G . Covered by the Regulatory Flexibility Act: No.......................... ....................................Equipment Acquired Under Public Assistance A. Description: Revision and consolidation of current program regulations on thePrograms. allowability of equipment costs under public assistance programs (e.g., Medic­aid, A FD C, etc.) and on the management and disposition of equipment under the programs.B. Why Significant: Regulation would substantially liberalize and simplify currentregulations on this subject. 1

C. Regulatory Analysis: Not required.............. ......................................................................... ...................D. Need: To establish a  more realistic threshold for determining whether equipment costs can be claimed at the time of purchase or must be depreciated. Also needed to eliminate duplicative coverage in individual pro­gram regulations, and to simplify and clarify regulations.• *  E. Legal Basis: S e c . 1102, 49 Stat. 647, 45 U .S .C . 1302.............................................................F. Chronology: N o n e .............. ....................................................................................................... ...................G . Covered by the Regulatory Flexibility Act: N o.................................................................................Adminstration of Grants, 45 C F R  Part 74.................  A. Description: These amendments will transfer certain policies contained in (heDepartment’s  Grants Administration Manual to the HHS grants administration regulation. Miscellanops clarifications and refinements of current provisions of the regulations will also be made.B. Why significant: This action will secure public participation in the making of grant administration rules which have previously been adopted without public comment. The change will also simplify administrative burdens on grantees who deal with more than one H HS granting agency.C . Regulation Analysis: Not required....................................................................... ................D. Need: The regulation will reduce burdens on grantees, and eliminate the need for H H S granting agencies to publish implementation of many policies in the Grants Administration Manual.E. Legal Basis: S e c . U .S .C . 3 01..... ........... ............................. * ..........................F. Chronology: N o n e .................................. ..... ............................................................. ...........................................G . Covered by the Regulatory Flexibility Act: N o................................................... .......... ...................HHS Procurement Regulation....... .................................... A. Description: Periodic amendments to H HS Procurement Regulation to imple­ment OM B and G S A  procurement policy directives and Federal Procurement Regulations.B. Why Significant: Amendments will implement government-wide policies and procedures which govern Federal contracts.C . Regulatory Analysis: Not required.......................................................... .. ..............................................D. Need: Required to comply with O M B and G S A  policy directives and regula­tions.E. Legal Basis: Chapter 3, Title 41 U .S .C ......... ............................... .........................................................F. Chronology: None..........................................................................................p . . . .  G . Covered by the Regulatory Flexibility Act: No..................................................................................., w 'th Checks-Paid Letters of Credit A. Description: The regulations will require that certain recipient organizations ana Delay-of-Drawdown Letters of Credit. adopt the checks-paid letter of credit technique or the alternative delay-of-drawdown technique..

Due Process Principles.

B. Why Significant: Provides qs a regulatory base that a  uniform funding method be used in making funds available to DHHS recipient organizations. The funding method will insure that any recipient organization which draws an advance of Federal funds, using a  letter of credit, will have their funds a s they need them, but not far in advance of their need.C . Regulatory Analysis: Not required...................................................................................D. Need: While the statute does not mandate regulations, the magnitude of advance payments to recipient organizations requires that more sophisticated funding mechanisms be utilized.E. Legal Basis: 42 U .S .C . 4213..................... ..................................................................................................F. Chronology: N o n e ............... .....................................................................................................................G . Covered by the Regulatory Flexibility Act: N o................................................... ......................... .A. Description: The regulation will prescribe the actions that will be taken by D HHS in resolving or attempting to resolve cash management deficiencies or abuses demonstrated by any recipient organization.B. Why Significant: Provides a regulation to ensure that DHHS recipient organiza­tions know what will happen when they do not operate within the cash management requirements. In addition to knowing what will happen the recipient organizations will know the time frame in which the various actions will be taken.C . Regulatory Analysis: Not required........................................................ .. ..................................................D. Need: While the statute does not mandate regulations they are necessary in order to permit DHH S to carry out its cash management responsibilities under the letter of credit and non-letter of credit payment systems.E. Legal Basis: State o f New York v. Patricia Harris, Civil Action No. 80-1265 (U .S.D .C . D .C . July 11, 1980).F. Chronology: N o n e ..................................................................................................................................................G . Covered by the Regulatory Flexibility Act: No..................................................................................

and Review List—Continued

Contact

Edward Tracy, O ffice, of Grant and Contract Financial Management, Room 533-H, Humphrey Bldg., 200 Independence Avenue SW ., Washington, D .C . 20201, 202-755-7633.

Edward Tracy, Office of Grant and Contract Financial Management, Room 533-H, Humphrey Bldg., 200 Independence Avenue SW ., Washington, D .C . 20201, 202-755-7633.

Matthias Lasker, Director, Division of Grants Policy and Regulations Development, O G P , Room 513D, Humphrey Bldg., 200 Independence Avenue SW . Washington, D.C. 20201, 202-245-7565.

Fred Lewis, Office of Procurement Policy, Room 539H, Humphrey Bldg., 200 Independence Avenue SW ., W ash­ington, D .C . 20201, 202-245-8740.

David Dukes, Deputy Assistant Secretary for Finance, Room 705D Hubert Humphrey Building, 200 Independ­ence Ave. SW ., Washington, D .C . 20201, (202) 254- 7084.

David Dukes, Deputy Assistant Secretary for Finance, Room 705D Hubert Humphrey Building, 200 Independ­ence Ave. SW ., Washington, D .C . 20201, (2Q2) 245- 7084.
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Public Health ServiceTitle Summary
PH S—Confidentiality of Alchohol and Drug A. Description: These regulations apply to the records of the indentity, diagnosis, Abuse Patient Records, minimium require- prognosis, or treatment of alcohol, and drug abuse patients. They require that ments for protecting. records be kept confidential and be disclosed only (1) with the written consentof the patient, (2) pursuant to an authorizing court order based upon a  finding> < « f  good cause, or (3) without either a written consent or an authorizing court order in the following limited circumstances: for a  medical emergency, for the conduct of scientific research, an audit, or program evaluation..B. Why Significant: This rule applies to alcohol and drug abuse patient records maintained in connection with any alcohol abuse or drug abuse program conducted, regulated, or directly or indirectly assisted by any department or agency of the United States. It implements statutory requirements which encourage alcohol and drug abusers to seek treatment by removing the fear that attempts to enroll in treatment programs would lead to disclosure to employers and other members of the public or lead to police harassment and/ or arrest.C . Regulatory Analysis: Not required................................................................................................ ............D. Need: These regulations are required by section 333(g) of the Comprehensive Alcohol Abuse and Alcoholism Prevention, Treatment, and Rehabilitation Act of 1970, as amended, and by section 406(g) of the Drug Abuse Office and Treatment Act of 1972, as amended. Rewrite of these regulations will fulfill the Department's commitment to make regulations clearer and more concise and will take into consideration the Department’s  experience with the regulation over the past five years.E. Legal Basis: Section 408 of Pub. L. 92-255, the Drug Abuse Office and Treatment Act of 1972 (21 U .S .C . 1175) as amended by section 303 of Pub. L  93-282 (88 S ta t 137): and section 333 of Pub. L. 91-616, the Comprehensive Alcohol Abuse and Alcoholism Prevention, Treatment, and Rehabilitation Act of 1970. (42 U .S .C . 4582), as amended by section 122(a) Of Pub. L. 93-282 (88 Stat. 131).F. Chronology: Final Rule, published July 1 1975 (40 FR 27802), has been reviewed and a  decision made to recodify. Notice o f Decision to  develop Regulations published January 2, 1980 (45 F R  53) with a  60-day comment period.G . Covered by the Regulatory Flexibility A ct Y e s ............ .................................................. ...............PH S—Foreign Quarantine Regulations: Re- A. Description: This NPRM  would provide procedures on preventing the irttroduc-quirements and Inspections. tion, transmission, or spread of communicable diseases from foreign countriesinto the United S tates.B. Why Significant The procedures affect all international traffic arriving in the U .S . by ship, aircraft, or land conveyances.C . Regulatory Analysis: Not required................................................................................ ...........................D. Need: To update the regulations in accordance with current concepts of disease surveillance, investigation, and control.E. Legal Basis: Section 361 of the Public Health Service Act (42 U .S .C . 264)_______F. Chronology: Notice of Decision to Develop Regulations published Ju n e  29, 1979 (44 FR  37963). Com m ent period will end 60 days after publication of the NPRM.G . Covered by Regulatory Flexibility Act: Y e s ______ _______________________ , _____________ ____PH S—Medical Examination of Aliens........... ........... f. A . Description: This N PR M  would provide for the physical and mental examina­tion of aliens within the United S tates or in other countries a s  required by the Immigration laws.B. Why Significant The regulations provide the basis for the physical and mental examination of aliens to determine whether the aliens are afflicted with any of the excludable conditions a s stated in the Immigration and Nationality A c tC . Regulatory Analysis: Not required............................................................................................ .................D. Need: To implement changes in accordance with current epidemiological concepts and medical diagnostic standards.E. Legal Basis: Section 325 of the Public Health Service Act (42 U .S .C . 264) and Section 212(a) o f the Immigration and Nationality Act (8 U .S .C . 1182).F . Chronology: Notice of Decision to Develop Regulations published Ju n e  29, 1979 (44 FR  37962). Comment period will end 60 days after publication of NPRM.G . Covered by Regulatory Flexibility Act: Y e s ___ ______ ___ ____________________ ___ __ _______PH S-N IO SH —Research and Demonstration A. Description: The following grant regulations are being combined into a  singleGrants (42 C F R  Part 87). regulation, and are being revised to conform them to 45 C F R  Part 74 and todelete provisions that duplicate or conflict with 45 C F R  Part 74: (1) Grants for research and demonstrations relating to occupational safety and health (42 C F R  Part 87); and (2) grants for advancement of health in coal mining (42 C F R  Part 55).B. Why Significant: These regulations provide the regulatory base for these grant programs.C . Regulatory Analysis: Not required........................................................................... ......... ............. ..........D. Need: To conform the regulations to 45 C F R  Part 74, and to implement changes made by the Federal Mine Safety and Health A ct 1977.E. Legal Basis: (1) Occupational Safety and Health Act of 1970 (29 U .S .C . 669(a)(1)); and (2) Federal Mine Safety and Health Act of 1977 (30 U .S .C . 801 et s e q ).F. Chronology: Notice of Proposed Rulemaking published on March 13, 1980 (45 ’ FR 16209).G . Covered by Regulatory Flexibility Act: N o___ _________________ ____________ ___ ____________

Contact
Judith T. Galloway, Legal Assistant, Alcohol, Drug Abuse, and Mental Health Administration, Room 13C06, Park- lawn Building, 5600 Fishers Lane, Rockville, Maryland 20857. Telephone (301) 443-3200.

Mr. Anthony M. Scardaci, Associate Director, Center for Prevention Services, Centers for Disease Control, 1600 Clifton Road NE., Atlanta, Georgia 30333, (404) 329- 3773, FT S: 236-3773.

Mr. Anthony M. Scardaci, Associate Director, Center for Prevention Services, Centers for Disease Control, 1600 Clifton Road N E., Atlanta, Georgia 30333, 404-329- 3773, FT S: 236-3773.

Ms. Mary L. Flint, Regulations Specialist, National Institute for Occupational Safety and Health, 5600 Fishers Lane, Room 8-11, Rockville, Maryland 20857, (301) 443-4*93, FTS: 443-4493.
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Public Health ServiceSummary Contact
PHS—Fees for Direct Training, Centers for A. Description: Under Section 311(b) of the Public Health Service Act, the CenterDisease Control. for Disease Control provides technical training to help ensure that healthworkers throughout the country possess the necessary skills and knowledge to achieve the objectives of disease control programs. The existing regulation sets forth a  fee policy for this training and provides for a  fee schedule. A waiver procedure to permit States time to include training costs in their budgets was included in the final need for a  waiver of fees. Therefore, the proposed revision will delete this requirement in the regulation..B. Why Significant The proposed revision will clarify the policy regarding tuition for training. It will specify who shall pay tuition for training, and the outdated waiver provision will be removed from the existing regulation.C . Regulatory Analysis: Not required........... .............................. ..................... .....................................D. Need: To update the existing regulation to delete the procedure requiring written requests for waiver of fees. Section 311(b) of Public Health Service Act was amended by Public Law 94-317 (June 1976) to eliminate the need for waivers.E. Legal Basis: Section 311(b) of the Public Health Service Act (42 U .S .C . 243)..«.F . Chronology: Notice of Decision to Develop Regulations published December 19, 1980 (45 FR 83579).G . Covered by Regulatory Flexibility A ct No_________________________________________________PHS—Indian Health Care Improvement Act A. Description: This NPRM would amend 42 C F R  36, Subpart J — Indian HealthPrograms. Care Improvement Act Program (Pub. L  94-437) to reflect conformance withthe Department’s  new regulations on grant administration which should result in greater standardization and simplification for IHS grant administration and a  greater reliance on the grantee's own management systems..B. Why Significant: The regulations will conform existing IHS grant administration regulations to the Department's regulations which establish uniform require­ments for the administration of HHS grants and principles for determining costs applicable to activities assisted by H H S grants.C . Regulatory Analysis: Not required_____ _____________ ____________________ __________ _________D. Need: IHS has been directed by the Department to revise 42 C F R  36, Subpart J ,  a s required by the Uniform Administrative Requirements for Grants-in-Akf to State and Local Governments, Circular No. A-102, Revised (published Septem ­ber 12, 1977, 42 FR 45628), to conform to the Department’s  regulations on grant administration (45 C F R  Part 74).E. Legal Basis: 5 U .S .C . 301; 42 FR 45828; 25 U .S .C . 1601____________________ _________F. Chronology: Changes to subpart J  are governed by Section 702(b) of P .L  94- 437. That section requires that any changes be published in the Federal Résister  with at least a  60-day comment period and that IHS will consult with appropriate national or regional Indian organizations to the extent practicable.G . Covered by the Regulatory Flexibility A c t No_____ ____________________ ________ _________ _PHS—Grants for Development, Constructor), A . Description: This NPRM  would amend 42 C F R  36, Subpart H—Grants forand Operations of Facilities and Services. Development, Construction, and Operations of Facilities and Services (Pub. L.93-638) to reflect conformance with the Department’s  new regulations on grant administration which should result in greater standardization and simplifi­cation for IHS grant administration and a  greater reliance on the grantee’s  own management system.B. Why Significant The regulation will conform existing IHS grant administration regulations to the Department’s  regulations which established uniform require­ments for the administration of H H S grants and principles for determining costs applicable to activities assisted by H H S grants.C . Regulatory Analysis: Not required.________________________________________________ ______ „ .... ,D. Need: IHS has been directed by the Department to revise 42 C F R  36, Subpart H, a s required by the Uniform Administrative Requirements for Grants-in-Aid to State and Local Governments, Circular No. A0-102, Revised (published September 12, 1977, 42 FR 45828), to conform with the Department's regulations on grant administration (45 C F R  Part 74).E . Legal Basis: 5 U .S .C . 301: 42 FR 45828; 25 U .S .C . 4 5 0 .......................................................F. Chronology: Changes governed by procedures out-lined in Section 107(c) of Pub. L  93-638 requiring proposed changes to be submitted to the committees on Interior and Insular Affairs of the respective Houses of Congress and be published in the Federal Register  with at least a  60-day comment period. IHS is also to consult with appropriate national or regional Indian organizations to the extent practicable. In addition, the current regulation requires that IHS consult with the tribes and that the final rule not go into effect until 30 days after publication in the Federal R egister .G . Covered by the Regulatory Flexibility A c t N o .............. .. ................................ . . . . . . . ..........PHS—Indian Health.....................................................................A. Description: This fined rule amends Subpart A, Scop e and Definition, andSubpart B, Availability of Services, are revised a s parat of the Department’s "Operation Common S en se ” to make them clearer. Subpart D, Contagious and Infectious D iseases, is being rescinded because it is no longer necessary given present day treatment modalities.B. Why Significant These are technical am endm ents....... ........................ .. .. .. .. . .. .. ._____... .. ..C . Regulatory Analysis: Not required........... ............................................................. ................................D. Need: Part of the Department's continuing Review of existing Regulations....,.«...E. Legal Basis: 25 U .S .C . 13 (Snyder Act) and 42 U .S .C . 2001 (Transfer Act................F. Chronology: NOI published February 7, 1980; NPRM  published November 19, 1980; comment period ended January 5 ,1981.G . Covered by the Regulatory Flexibility Act: N o ..« .;..____________________________________......PHS—Redesignation of Contract Health Serv- A . Description: This final rule amends 42 C F R  36.22(a) to change the countiesice Delivery Area (CHSDA) lor the Penob- Included in the C H SD A  for the Penobscot Reservation.scot Reservation. B. Why significant This is a  technical amendment affecting only the Penobscot Nation.C . Regulatory Analysis: Not required_______________ ____________________________ ______ ___ .....D. Need: The Penobscot Nation has requested a  change hi their reservation's CH SD A.E. Legal Basis: 25 U .S .C . 13 (Snyder Act) and 42 U .S .C . 2001 (Transfer A ct)_______

Dr. Seth N. Leibler, Acting Director, Center for Professional Development and Training, Centers for Disease Control, 1600 Clifton Road N E., Atlanta, Georgia 30333, (404) 262-6671, FTS: 236-6671.

Richard J .  McCloskey, Indian Health Service, Room 5A-39, 5600 Fishers Lane, Rockville, Maryland 20857, (301- 443-1116).

Richard J .  McCloskey, Indian Health Service, Room  5A-39, 5600 Fishers Lane, Rockvüle, Maryland 20857, (301- 443-1116).

Richard J .  McCloskey, Indian Health Service, Room 5A-39, 5600 Fishers Lane, RockviDe, Maryland 20857, (301- 443-1116».

Richard J .  McCloskey, Indien Health Service, Room 5A-39, 5600 Fishers Lane, Rockvüle. Maryland 20857, (301- 443-1116».
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P H S —Redesignation of Contract Health Serv­ice Delivery Area (CHSDA) for the Passam a- quoddy Reservation.

P H S —Redesignation of Contract Health Serv­ice Delivery Area (CHSDA) for the Reserva­tion of the -Mississippi Band of Choctaw Indians.

P H S —Redesignation of Contract Health Serv­ice Delivery Area (CHSDA) to conform with Congressional Intent

PH S—Abortion

PH S— Indian Self-Determination Contracts.

F . Chronology: Since it is a technical amendment, a  NO) was not required. An NPRM  was published on January 6, 1981; the comment period closed February S, 1981.G . Covered by the Regulatory Flexibility A c t N o_____ __________. .. .._________________... .. .. .. . .A. Description: This NPRM would amend 42 C F R  36.22(a) to change the CH SD A  for the Passamaquoddy Reservation.B. Why Significant This is a  technical amendment affecting only the Passam a­quoddy Indian Tribe.C . Regulatory Analysis: Not required____________..._________ ________ _____ ___________ ;_________ _D. Need: The CH SD A  for the Passamaquoddy Reservation needs to be amended to reflect the service area funded by Congress which is greater than that derived by a  technical application of the current regulation.E . Legal Basis: 25 U .S .C . 13 (Snyder Act) and 42 U .S .C . 2001 (Transfer A ct) .........F. Chronology: None. Since it is a  technical amendment, a  NOI is not required......G . Covered by the Regulatory Flexibility A c t N o.............. ....... ..................... ........................ ..____ _A. Description: This NPRM would amend 42 C F R  36.22(a) to change the CH SD A  for the Mississippi Choctaw Reservation.B. Why Significant This is a  technical amendment affecting only the Mississippi Bank of Choctaw Indians.C . Regulatory Analysis: Not required.................................................................... .................... . .. .______D. Need: The C H SD A  for the Mississippi Choctaw Reservation needs to be amended to add two counties which were inadvertently omitted when the regulations was initially published.E . Legal Basis: 25 U .S .C . 13 (Snyder Act) and 42 U.S.C.-2001 (Transfer A ct)..* .....F . Chronology: None. Since it is a  technical amendment, a  NOI is not required____G . Covered by the Regulatory Flexibility A c t N o ....... ........- _____ ___ _______ ______ __________A. Description: This NPRM  would amend 42 C F R  36.22(a) to include in regula­tion the CH SD A  for the Siletz Tribe of Oregon and the Pascua Yaqui Indians of Arizona.B. Why Significant This is a technical amendment affecting only the Siletz and Pascua Yaqui.C . Regulatory Analysis: Not required_______________________________________________ _____________
O.-Need: Both tribes have recently been recognized by Acts of Congress inwhich Congress indicated the tribes' service area.É. Legal Basis: 25 U .S .C . 13 (Snyder Act) and 42 U .S .C . 2001 (Transfer Act); P .L  95-125 (Siletz Restoration Act); and P.L. 95-375 (Extension of Federal Benefits to Pasqua Yaqui Indians).F. Chronology: None. Since it is a  technical amendment, a  NOI is not required.......G . Covered by the Regulatory Flexibility Act: N o __________________ ___________________________Â. Description: This NPRM  proposes to add Subpart F , Abortions and RelatedMedical Services in Indian Health Services Facilities and Health Service Programs, to 42 C F R  36, to make the Indian Health Service policy on provision of abortion services consistent with that of other Department of Health and Human Services programs.B. Why Significant This regulation would apply the “ Hyde Amendment" restric­tions to IHS.C . Regulatory Analysis: Not required—..... ., .. . ...................... .............. ............____________________—,D. Need: The Secretary has determined that the Department should adopt a  consistent policy.E. Legal Basis: 25 U .S .C . 13 (Snyder Act) and U .S .C . 2001 and 2003 (Transfer Act).F. Chronology: N one..................................... .......................................................... „ . . . .______________ ... .. .. .. .G . Covered by the Regulatory Flexibility A c t N o ...______________... ..................................... ........A. Description: This NPRM  would amend 42 C F R  36, Subpart I, and 41 C F R  3-4,Subpart 3-4.60 both titled Contracts Under the Indian Self-Determination Act.B. Why Significant The current regulations are over five years old. Experience has indicated the need for a  number of clarifications and changes.C . Regulatory Analysis: Not required........... ............................................. ................................................ .D. Need: Program experience shows a  need for a  thorough review________. . ._________E. Legal Basis: 25 U .S .C . 450________________________ _______ ____________________________________F. Chronology: Changes governed by procedures outlined in Section 107(c), Pub. L  93-638 requiring proposed changes to be submitted to the committees on Interior and Insular Affairs of the respective H ouses of Congress and be published in the F e d e r a l  R e g is t e r  with at least a  60-day comment period. IHS is also to consult with appropriate national or regional Indian organizations to the extent practicable. In addition, the current regulation requires that IHS consult with the tribes and that the final rule not go into effect until 60 days after publication in the Fe d e r a l  R e g is t e r .G . Covered by the Regulatory Flexibility A c t N o_______________ ___ _________________. . . . . . . . . .PH S—National Institutes of Health Center A. Description: These regulations would cover grants by the National Institutes ofGrants. Health for the support of research and demonstration centers. These regula­tions would replace existing regulations covering just centers supported by the National Heart, Lung and Blood Institute. These regulations would be available for other center programs which may be created in the future or operated under the general research authorities of NIH.B. Why Significant Legislation has authorized research and demonstration centers for other diseases such arthritis and diabetes.C . Regulatory Analysis: Not required................................. „ .......... .................... ......................... ..............D . Need: To develop consistent regulations for research and demonstration centers funded by die National'Institutes of Health.E. Legal Authority: Section 415(b) of the Public Health Service Act; Pub. L  93- 354; and Pub. L  93-640.F . Chronology: Notice of Decision to Regulate was published July 17, 1978 (43 FR  31583).G . Covered by the Regulatory Flexibility A c t N o ..................................... ........................................ „

Richard J .  M cCloskey, Indian Health Service, Room 5A-39, 5600 Fishers Lane, Rockville, Maryland 20857, (301- 443-1116).

Richard J .  M cCloskey, Indian Health Service, Room 5A-39, 5600 Fishers Lane, Rockville, Maryland 20857 (301-443- 1116).

Richard J .  McCloskey, Indian Health Service, Room 5A-39, 5600 Fishers Lane, Rockville, Maryland 20857, (301- 443-1116).

Richard J .  M cCloskey, Indian Health Service, Room 5A-39, 5600 Fishers Lane, Rockville, Maryland 20857, (301- 443-1116).

Richard J .  M cCloskey, Indian Health Service, Room 5A-39, 5600 Fishers Lane, Rockville, Maryland 20857, (301— 443-1116).

Lowell D. Peart, NIH Regulations Officer, Division of Man­agement Policy, National Institutes of Health, Bethesda, Md. 20205, (301) 496-4606.
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PHS—National Library of Medicine Programs: Revision of General Rules for the National Library of Medicine, National Library of Medi­cine Grants, National Institutes of Health and National Library of Medicine Trainee- ships, and National Institutes of Health and National Library of Medicine Training Grants.

A . Description: There are 4 NLM regulations undergoing revision. The regulations at 42 C F R  Part 4 relate to the a ccess of facilities and library collections. Those at 42 C F R  59a deal with the NLM extramural programs. These rules provide guidance for applying for grants establishing, expanding and improving basic library resources and for establishing Regional Medical Libraries. The regula­tions at 42 C F R  Part 63 deal with both NIH and NLM traineeships. The regulations at 42 C F R  Part 64 govern the training grants o f NIH and NLM.B. Why Significant These proposed amendments wiH bring up to date the NLM regulations by (11) improving readability and (2) allowing for inclusion of updated nondiscrimination language. Part 59a is changed to remove the requirements that photocopies of biomedical materials be provided without charge to users. Part 63 is proposed to be- deleted because NIH no longer has general traineeship authority and the sole remaining NLM program with authority is unfunded with no expectation of being refunded. Part 64 would be expanded to formally cover programs in ADAMHA.C . Regulatory Analysis: Not required______ _______________________ _______________________ . . . . . . . . .D. Need: These revisions are necessary to comply with the Department’s  programs of recodification and “ Operation Common Sen se” .E . Legal Basis: 42 U .S .C . 216, 42 U .S .C . 2 8 0 b -2 _____ ______________________________________ _F . Chronology: Notice of Decision to Regulate was published November 21 ,1979 (44 FR  66852).

Kenneth Carney, Acting Executive Officer, National Library of Medioine, Bethesda, Md. 20209, (301) 496-6491.

PHS—Protections for Employees Adversely Af­fected by State Actions to Emphasize Out­patient Mental Health Care.
G . Covered by the Regulatory Flexibility A c t No................................................... ..............................A . Description: This final rule imposes new requirements on States to protect the existing rights and benefits of State employees adversely affected by deinstitutionalization of mental patients and provides certain training and job placement benefits for those employees.B. Why Significant: A  significant number of employees in foe mental health field are adversely affected by deinstitutionalization of mental patients.C . Regulatory Analysis: Not required...............................................................................................

Anne B. Drisse!, Assistant to the Director for Program Policy {md Planning, Division of Mental Health Service Programs, National Institute of Mental Health, Park lawn Buldfog, Room  11C-22, 5600 Fishers Lane, Rockville, Md. 20857, (301) 443-4676.
D. Need: The Secretary of Health and Human Services is required by statute to publish regulations with which foe Secretary'of Labor concurs.E. Legal Authority: Seotion 801, Mental Health System s Act ............................................... ..F. Chronology: NPRM  published January 22, 1981 (46 FR  7176). The comment period closed March 9 ,1981.G . Covered by the Regulatory FtexBxtty A c t No.......... ................. _ ................................... . „ .

O ffice o f Child Support EnforcementIW e Summary ContactO C SE -1 —Office of Child Support Enforce­m ent-Federal Financial Participation in foe Costs of Cooperative Agreements with Courts, 45 C F R  Part 304.
A . Description: These proposed regulations will expand the availability of Federal tending of the costs o f courts under cooperative agreements with child support agencies to include costs associated with judicial determinations. The expand­ed funding will be available in costs that e xceed  calendar year 1978 costs. Federal funding o f costs o f the judicial decisionmaker, however, will continue to be prohibited.

Why Significant: The expanded Federal funding should encourage more courts to enter into cooperative agreements with child support enforcement agencies.C . Regulatory Analysis: Not required..............................................................................................................D . Need: To implement requirements of Section 404 of P .L  96-265, the Social Security Disability Amendments of 1980, which apply to court costs incurred on or after July 1 ,1980.E . Leaal Basis: P .L  96-265. 42 U .S .C . 655(c)........................................................F . Chronology: N one.............................................................................. ....................................................................

Frank Undh, (301) 443-5350, Program Analyst, Policy Branch, Office o f (fold Support Enforcement, 6110 Ex­ecutive Blvd., Room 1010, Rockville, Maryland 20852.

O C SE -2 —O ffice of Child Support Enforce­ment—Withholding of Advance Funds for Not Reporting, 45 C F R  Part 301.

O CSE -3—O ffice of Child Support Enforce­m en t-R equests for Collection by the Secre­tary of the Treasury, 45 C F R  Parts 302 and 303.

6 . Covered by the Regulatory Flexibility A c t N o ................. .................................... ..........................A . Description: These proposed regulations would prohibit advance payment of the Federal share of State child support enforcement expenses for a  calendar quarter unless the State submits expenditure and child support collection reports for aH prior quarters except the two most recent quarters.B. Why Significant These proposed regulations could result in the withholding of quarterly advances of Federal child support funds from a  State which failed to meet certain Federal reporting requirements.C . Regulatory Analysis: Not required_____________ __________________„ ______ __________D  Need: To implement the requirements of Section 407 of P.L. 96-265, the Social Security Disability Amendments of 1980, which took effect in the quarter beginning January 1 ,1981.E  Legal Basis: P .L  96-265, 42 U .S .C . 655(d)________________________ „ ______________________F  Chronology: A  Notice of Proposed Rulemaking was published on January 6, 1981 (46 FR  1319). The comment period d o sed  on March 9 ,1 9 8 1 .G . Covered by Regulatory Flexibility A c t N o.......................................................... ........ .A . Description: These proposed regulations would extend the availability of child support collection services by foe Internal Revenue Service (IRS) to families not receiving Aid to Families with Dependent Children (AFDC). In addition, the proposed amendments remove foe State plan requirement for IRS collections, and instead place this regulation under 45 C F R  Part 303, Standards for Program Operations. Several additional minor changes are proposed to streamline the process of IRS collection.B. Why Significant: These regulations could be of significant benefit to non-AFDC families in foe collection of child support because they permit the IR S to make collections on behalf of these families.C . Regulatory Analysis: Not required.-______ ________________,________ __________________________D. Need: To implement foe requirements of Section 402 of P .L  96-265, the Social Security DieabKty Amendments of 1980, which took effect on July 1, 1980.E . Legal Basis: P .L  96-265, 42 U .S .C . 652(b)......______________... .___________________________

Eileen Brooks, (301) 443-5350, Program Analyst, Policy Branch, O ffice of Child Support Enforcement, 6110 Ex­ecutive BMl, Room  1010, Rockville, Maryland 20852.

Eileen Brooks, (301) 443-5350, Program Analyst, Policy Branch, Office of Child Support Enforcement, 6110 Ex­ecutive Blvd., Room  1010, RockvMe, Maryland 20852.
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Title

O C S E -4 — Office of Child Support Enforce­ment—Computerized Child Support Enforce­ment System s, 45 C F R  Parts 302, 303, and 304.

O C S E -5 —Office of Child Support Enforce­ment—Availability of Incentive Payments to States Which Enforce and Collect on Their Own Behalf, 45 C F R  Part 302.

O C S E -6 —Office of Child Support Enforce­ment—U se of Federal Parent Locator Serv­ice (FPLS) in Child Custody and Parental Kidnapping C a se s, 45 C F R  Parts 302, 304.

O C S E -7 —Office of Child Support Enforce­m en t-R ecov ery  of Assigned Child Support Payments Received Directly and Retained by A FD C Recipients, 45 C F R  Parts 302 and 303.

O ffic e  o f  Child Supp ort Enforcem entSummary Contact
F . Chronology: A  Notice o f Proposed Rulemaking was published on January 6,1981 (46 FR 1321). The comment period closed on March 9 ,1981.G . Covered by Regulatory Flexibility A c t N o ... .. . .. .. .. . .. .. .. .. . .. .. .. .. . .. .. .. .................. ................. .—A . Description: These regulations will specify conditions S tates must meet in Eileen Brooks, (301) 443-5350, Program Analyst Policyorder to receive 90 percent Federal matching in the costs of developing Child Branch, Office of Child Support Enforcement, 6110 Ex- Support Enforcement computer system s. ecutive Btvd., Room  1010, Rockville, Maryland 20852.B . (47r/ Significant The higher rate of Federal matching provided for in these regulations wM encourage States to develop better automatic data processing capability in their Child Support Enforcement programs.C . Regulatory Analysis: Not required.......... ............................. ........... .................... .......... .............. .. .. .. .D . Need: To implement the requirements o f  Section 405 of P .L  96-265, the Social Security Disability Amendments of 1980, which take effect on July 1,1981.E . Legal Basis: P .L  96-285, 42 U .S .C . 655(a), 42 U .S .C . 654(16), 42 U .S .C . 652 (d) and (e).F . Chronology: N on e______G . Covered by Regulatory Flexibility A c t No....... .......... ..................... ..  J ... .. .. .. . ..A . Description: These regulations will extend the availability of incentive pay- Pierre Mooney, Program Analyst, (304) 443-5350, Office ofments on assigned child support collections to any State which m akes these Child Support Enforcement, 6110 Executive Btvd., Room collections on its own behalf. 1010, Rockville, Maryland 20852.B . Why Significant The expanded availability o f incentives to States wifi encourage States to improve their Child Support Enforcement programs.C . Regulatory Analysis: Not required___________________________________ . . . .. .. .. ._______ . .. . . .. .. . .. ..D . Need: To implement the requirements of Section 307 of P .L  96-272, the Adoption Assistance and Child Welfare A ct of 1980, which took effect on Ju n e  17,1980.E  Legal’Basis: P .L  96-272, 42 U .S .C . 6 5 8 _____________ ______________________________________F. Chronology: N o n e  „ .................„ .................. ...... » —............. ............................................................. —G . Covered by Regulatory Flexibility A c t N o ...» _____ ... . . .___ ...» ______- _____ —___ ________A . Description: These proposed regulations would permit the use of the FP L S to Pierre Mooney, (301) 443-5350, Program Analyst, Policylocate parents in case s involving child custody and parental kidnapping. Branch, Office of Child Support Enforcement, 6110 Ex-B. I47iy Significant: These regulations would extend the use of F P L S  services for ecutive Blvd., Room  1010, Rockville, Maryland 20852 the first time to bases other than child support cases.C . Regulatory Analysis: Not required....................... ......... ................................... .......... .............................D . Need: To implement Section 9 of P .L  96-611, the parental Kidnapping Prevention Act of 1960, whioh takes effect on July 1 ,1981.E . Legal Basis: P .L  96-611, 42 U .S .C . 6 6 3 ______________________ ____________~ ...____________F . Chronology: N o n e _________ ——- - . . . —L. . . . — -G . Covered by Regulatory Flexibility A c t N o . . . . . .» » .. .» .________ _________________ ______A . Description: These proposed regulations wilt establish procedures for the Frank Lindh, (301) 443-5350, Program Analyst Policyrecovery by IV-D agencies of assigned support payments which are received Branch, O ffice of Child Support Enforcement, 6110 Ex- directly and retained by A FD C recipients. -  ecutive Blvd., Room 1010, Rockville, Maryland 20852B . Why Significant These proposed regulations will establish Federal policy in the area of recovery of direct payments, and will permit States the flexibility to handle these situations through either their IV-A  or IV-D agencies.

C. Regulatory Analysis: Not required... .. .. .. . .. .. .. .. . .. .. .. . ............................... ......... ............... ..............  •D . Need: To clarify Federal policy in this matter in which the respective responsibilities of IV-A and IV-D  agencies have been a  source of some confusion among the States.E . Legal Basis: 42 U .S .C . 652(a), 42 U .S .C . 1302___________________ ______________ . .. .. .______F . Chronology: Interim instructions were provided by a  joint action transmittal issued by O C S E  and the Office of Family A ssistance (SSA -A T -8 1 -7  (OFA) and O C S E -A T -8 1 -7 , dated March 27,1981).G . Covered by the Regulatory Flexibility A c t No. . — ..—
Title

S o cia l S ecurity Adm inistration Summary Contact
Old-Age, Survivors and Disability Insurance A . Description: The regulations wilt specify the responsibilties o f the Secretary Wfifiam Ziegler, Harry Short, (301) 594-7415, (301) 594- and Supplemental Security Income Program; and the State agencies in administering the disability program. They prescribe 7337, Legal Assistant, Office of Regulations, 6401 Secu-Determinations of Disability; 20 C F R  Part standards for accuracy of performance and processing time tiiat State agen- rity Boulevard, Baltimore, Maryland 21235.404, Subpart Q , and Part 416, Subpart J .  t ie s  are expected to meet in making disability determinations, and provide theadministrative requirements and procedures S S A  and the State agencies will follow in carrying out the disability determination function.B . 1477/ Significant: These regulations are intended to improve the quality of State agencies performance and improve the timeliness of disability determinations.These regulations will give the State agencies maximum practicable m anage­ment flexibility in meeting objectives.C . Regulatory Impact Analysis: Nof requited....................................................................D . Need: The Social Security Disability amendments of 1980 (section 304) require the Secretary to Issue regulations to establish performance standards and other requirements for State agencies to insure effective and uniform administration of the S S A  disability programs.E . Legal Basis: These regulations are issued under the authority contained in 42 U .S .C . 405, 421, 1302, 1382c and 1383.F . Chronology: A  notice of Decision to Regulate was published on September 28,1980. (45 FR  63869) A  Notice of Proposed Rulemaking was published on January 16,1981 (46 FR  4584).G . Covered by the Regulatory Flexibility A c t No________ _______ ________________ _____ ______
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Social Security AdministrationTitle Sum m ary C on tact
O ld-A ge, Survivors, Disability Insurance and A . Description: T hese regulations will provide tim e fram es for thè holding o f Phil B erge, (301) 594-7452, Legal A ssistant, 6401 Security Supplem ental Security Incom e Program s; hearings, issuance o f hearing decisions and A ppeals Council review s for alt Boulevard, Baltim ore, M aryland 21235.Limitation for Holding H earings, Issuing Title II and Title XVI disability c a se s. G ood cau se exceptions which generally' Hearing D ecisions and Issuing A ppèals D eci- benefit Claim ants are also  described,sions; 20 C FR  Part 404, Subpart J ,  and Part B . Why Significant: This regulation provides regulatory assurance to claim ants 416, Subpart N . that appeals will be heard promptly and decisions issued prom ptly.C . Regulatory impact Analysis: Not required............................................................................ . .. .. .. .. . .D . Need: These regulations are needed b ecau se, over the last several years,C on gress, the Courts, representatives o f individuals in social security m atters, and the general public have expressed concern over delays in holdinghearings, issuing hearing decisions and the review s o f th ese decisions. In •addition, the Court o f A ppeals in Blankenship v . Caldano ordered the Secretaryto prepare and subm it regulations for the C ourt's approval to rem edy theproblem  o f unreasonable delays in conducting hearings for the O A SD I and S S Iprogram s.E . Legai Basis: 42 U .S .C . 4 0 5 ,1 3 0 2 ,1320(c)(8), 1 3 8 3 ,1395ff, and 1395(ii)..................F . Chronology: A  N otice o f Proposed Rulem aking w as published on M arch 12,1980 (45 FR  12837).G . Covered by the Regulatory Flexibility Act: N o ..— — —................. ................................O ld-Age, Survivors, Disability Insurance and A . Description: These regulations will recodify the rules used in determ ining when Phil B erge, (301) 594-7452, Legal A ssistant, O ffice  o f Supplem ental Security Incom e Program s; a  beneficiary needs a  representative payee, how a  representative payee is R egulations, 6401 Security Boulevard, Baltim ore, Mary-Representative Payee; 20 C F R  Part 404, selected , and how w e assure that the representative payee uses paym ents in land 21235.Subpart Q , and Part 416, Subpart F . the best interest of the beneficiary. —B . Why Significant The guidelines for the u se o f representative payees are i  Important for m em bers o f the public to know.C . Regulatory impact Analysis: N ot required  ....... .................................—D . Need: These regulations are being review ed to consider the possible need for policy revisions, additions, or deletions. They are being rewritten to m ake them

*  clearer and easier to understand.E . Legai Basis: 42 U .S .C . 3 0 4 ,1 3 0 2 ,1 3 8 3 ________ — — _____ ... .. .__________________...F . Chronology: A N otice o f D ecision to D evelop Regulations w as published on Ju n e  19, 1979 (44 FR  35241). A  N otice o f Proposed Rulem aking w as published on D ecem ber 1 ,1 9 8 0  (45 FR  79501).G . Covered by the Regulatory Flexibility A c t N o..................... .............. ................ ................. ............Supplem ental Security Inoome Program ; EKgi- A . Description: T hese regulations will recodify the requirem ents for ¡ncfividuals to  R ita H auth, (301) 594-7112, Legal A ssistant, O ffice  o f blWy; 20 C FR  Part 416, Subpart B . be eligible for S S I benefits. R egulations, 6401 Security Boulevard, Baltim ore, Mary-B . Why Significant: Thè basic rules on eligibility under the S S I program  win be land 21236. described in d e ar language.C . Regulatory Impact Analysis: N ot required.—.......................................................D . Need: T hese regulations are being reviewed to consider the possible need for policy revisions, additions, or deletions. They are being rewritten to m ake them  clearer and easier to understand.E . Legal Basis: 42 U .S .C . 1 3 0 2 ,1381a, 1382c, 1388, and 1383b______________ - ______F . Chronology: A  N otice o f D ecision to R egulate w as published M arch 27, 1979 (44 FR 18237). An NPRM  w as published on Septem ber 4 ,1 9 8 0  (45 FR  58503).G . Covered by the Regulatory Flexibility A c t N oi___ _____ _______ ... .. .. .. . .. .. .. .. . .. .. .. . .. .. .. .. . .. .Supplem ental Security Incom e Program ; R e- A . Description: T hese proposed regulations will describe what w e count a s  Henry Lerner, (301) 594-7414, Legal A ssistant, O ffice  of sources; 20 C F R  Part 416, Subpart L  resources in determ ining eligibility for supplem ental security incom e. R egulations, 6401 Security Boulevard, Baltim ore, Mary-B . Why Significant W hat is counted a s resources in the S S I program  is an  land 21235. essential ingredient in determ ining eligibility. The com plex rules will be stateda s  sim ply a s  possible.C . Regulatory impact Analysis: Not required.......... ............ ........................ ..................... ................. —.D . Need: T hese regulations are being review ed to consider the possible need for policy revisions, additions, or deletions. They are being rewritten to m ake them  clearer and easier to understand.E . Legai Basis: 42 U .S .C . 1 3 0 2 ,1 3 8 2 ,1382b, 1382c, and 1 3 8 3 .....____________ - ____....F . Chronology: A N otice o f D ecision to D evelop Regulations w as published on M arch 27, 1979 (44 FR  12837).G . Covered by the Regulatory Flexibility Act: N o .—..— ... .. ..——._____» . .. .. .. .. .—Supplem ental Security Incom e Program ; R e- A . Description: T hese proposed regulations will recodify the rules for reducing, C h arles Cam pbell, (301) 594-7453, Legal A ssistant, O ffice ductions, Suspensions, and Term inations; 20 suspending and term inating an S S I recipient’s benefits. o f Regulations, 6401 Security Boulevard, Baltim ore,CFR Part 416, Subpart M . B . Why Significant The proposed rules wilt describe situations when a  person M aryland 21235.m ay not receive all or part o f his or her S S I benefits.C . Regulatory Impact Analysis: N ot re q u ire d .....___ ... .. .. .. . .. .. .._________________________ _D . Need: These regulations are being reviewed to consider the possible need for policy revisions, additions, or deletions. They are being rewritten to m ake them  clearer and easier to understand.E . Legal Basis: 42 U .S .C . 1 3 0 2 ,1 3 8 2 ,1382c, 1382d, and 1383________________ . .. .—F . Chronology: A  N otice of D ecision to D evelop Regulations w as published on Ju n e  19, 1979 (44 FR 35241).G . Covered by the Regulatory Flexibility A c t N o.............................. .................... . . . . . . . . . . . . . . . . . . . . . .Supplemental Security Incom e Program; Inter- A . Description: T hese recodified regulations wilt revise and reorganize rules on Clara PoweH, (301) 594-7459, Legal A ssistant, O ffice o f im A ssistance Provisions; 20 C F R  Part 416, Interim assistan ce provisions under the Supplem ental Security Incom e pro- Regulations, 6401 Security Boulevard, Baltim ore, Mary-Subpart S . gram . The rules permit the S o cial Security Adm inistration to enter into an  land 21235.agreem ent with a  State  to repay the State for interim assistan ce it gives an individual while an application for S S I is pending.B . Why Significant: The rules perm it S S A  to withhold an Indtviduai’s  S S I benefit- paym ent and send it to the State  a s repaym ent for interim assistan ce, upon the individual's written authorization.C . Regulatory Impact Analysis: Not req u ired .....— .D . Need: T hese regulations are being reviewed to consider the possible need for policy revisions, additions, or deletions. They are being rewritten to m ake them  clearer and easier to understand.E . Legai Basis: S e c s . 1102 and 1631 o f the Social Security A ct a s am ended; 49 Stat. 647 a s am ended; 86 S ta i 1475 a s am ended; 42 U .S .C . 1302 and 1383.F . Chronology: A  N otice of D ecision to Develop Regulations w as published on ' *
t Ju ly  11, 1979 (44 FR  40531). A  notice of proposed rulemaking w as publishedon April 21, 1980 (45 FR 26719).G . Covered by the Regulatory Flexibility Act: N o .____
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Department of Health and Human Services Semiannual Regulations Agenda and Review List—ContinuedS o cia l S ecu rity  A dm inistrationTitle Sum m ary C ontact
Supplem ental Security Incom e Program ; M ed­icaid Eligibility Determ inations; 20 C F R  Part 416, Subpart U .

S o cial Security Adm inistration; AvaAability o f Information and R ecords to the Public; 20 C F R  Parts 401 and 422.

O ld -A ge, Survivors and Disability Insurance Program s; Limitation on Total Fam ily Bene­fits in Disability C a se s; 20 C F R  Part 404, Subpart E

O ld-A ge, Survivors, Disability Insurance Pro­g ra m -B a sic  Com putation o f Benefits and Lump sum s; 20 C FR  Part 404, Subpart C .

Supplem ental Security Incom e Program ; Bene­fits for Severely D isabled Perform ing Sub­stantial Gainful Activity, 20 C F R  Part 416, Subpart B .

A . Description: The proposed regulations will recodify d ie  rules under which C liff Terry, (301) 584-7519, Legal A ssistant, O ffice of Social Security Adm inistration agrees to m ake determ inations o f M edicaid R egulations, 6401 Security Boulevard, Baltim ore, Mary- eligibility for S S I beneficiaries on behalf o f S ta tes and to give S ta tes other land 212% .assistan ce in M edicaid program  adm inistration.B . Why Significant The agreem ents avoid duplication o f effort betw een S ta ts and Federal governm ents and sim plify the M edicaid application process for applicants.C . Regulatory Impact Analysis: N ot required_______________________— _______________________D . Need: T hese regulations are being reviewed to consider the possible need for policy revisions, additions, or deletions. They are being rewritten to m ake them  clearer and easier to understand.E . Legal Basis: 42 U .S .C . 1 3 0 2 ,1 3 8 3 ,1383c, and 4222___________________________________F . Chronology: A  N otice o f D ecision to D evelop Regulations w as published on Ju n e  19, 1979 (44 FR  35241).G . Covered by the Regulatory Flexibility A c t N o ______________________ _____________________A . Description: T hese proposed regulations will revise S S A 's  rules on the Armend E sposito , (301) 594-7455, Legal A ssistant, O ffice Freedom  o f Inform ation A ct to m ake them  consistent with H H S's regulations in of R egulations, 6401 Security Boulevard, Baltim ore,45 C F R  Part 5 , transfer m aterial concerning H CFA ’s  M edicare program , and M aryland 21235relocate certain rules to bring S S A ’s  rules on disclosure and the availability o f inform ation together in one part8 . Why Significant T h ese are basically technical revisions to m ake S S A ’s  rules consistent with those in 45 C F R  Part 5 .C . Regulatory Impact Analysis: N ot required___________________. .. .. .. .. . ..__________ —'_________D . Need: There is a  need to review S S A ’s  rules on the availability o f inform ation for consistency with H H S’s , revise our rules to reflect creation o f H ealth C are Financing Adm inistration, and to transfer certain M edicare inform ation which no longer applies to S S A  activities to 42 C FR  Part 5 .E  Legal Basis: 42 U .S .C . 405 and 1302_______________________________________________________F . Chronology: A  N otice o f D ecision to Regulate w as published on M ay 1 8 ,1 9 7 9  (44 FR  29102).G . Covered by the Regulatory Flexibility A c t N o .—..._____... .. .. .. . .. ..______ ___________ _A . Description: There is now a  lower ceiling on the total am ount o f benefits Jao k  Schanberger, (301) 594-6785, Legal A ssistan t O ffice payable to a  disabled worker and his fam ily. o f Regulations, 6401 Security Boulevard, Baltimore,M aryland 21235.B . Why Significant The lower benefits now payable are intended to  provide an incentive for disabled individuals to continue working or return to work, and at the sam e tim e will provide an equitable level o f benefits to the fam ily o f •  worker who is unable to work.C . Regulatory impact Analysis: N ot required___ ___________________________ ____ _________ ... .. ..D . Need: This regulation is needed to carry out section 101 o f the S o cial Security Disability Am endm ents o f 1980.E  Legal Basis: 94 S ta t. 442, Pub. L  96-265_____________________________ __________ _________F . Chronology: A  N otice o f D ecision to D evelop Regulations w as published onSeptem ber 15 ,1 9 6 0  (45 FR  60922) and a  N otice o f Proposed Rulem aking w as /published on Decem ber 2 2 ,1 9 8 0  (45 FR  84086).G . Covered by the Regulatory Flexibility A c t N o_____. .._____ __________________... .. .. .. . .. .. .A . Description: T h ese regulations will contain the rules on com putations o f Ja c k  Schanberger, (301) 594-6785, Legal A ssistant, O ffice primary insurance am ounts (PIA) in the old-age, survivors, and disability o f Regulations, 6401 Security Boulevard, Baltimore, insurance program s. They will also  include, for the first tim e, the new rules on M aryland 21235.excluding years of low earnings when com puting disability benefits, a s  provided by the Social Security Disability Am endm ents o f 1980.B . Why Significant T h ese regulations will sim plify the com plex rules on com put­ing benefits, jn d  will introduce the new rules on com puting dteabUity benefits.C . Regulatory Impact Analysis: N ot required___________________________ _____ ____ ____ ________D . Need: T h ese regulations are needed so  w e can  give the pubfic d e ar rules and so  we can add the provisions needed to im plem ent section 102 o f the Social Security Disability Am endm ents o f 1980.E  Legal Basis: S e c . 215 o f the Social Security A ct; 42 U .S .C . 415; Pub. L  9 6 - 265, S e c . 102.F . Chronology: A  N otice o f D ecision to D evelop Regulations w as published on M arch 6 , 1979 (44 FR  12205). A  N otice o f Proposed Rulem aking w as published on Ju n e  25, 1980 (45 FR  42647) to sim plify existing rules. A  N otice o f Proposed Rulem aking w as published on Decem ber 22, 1980 (45 FR  84086) for the new disability com putations, and a  N otice o f D ecision to D evelop Regulations w as published on January 8 , 1981 (46 FR  2093) to m odify the new disability com putation.G . Covered by the Regulatory Flexibility A c t N o ___________ ____ _____________________A . Description: T hese regulations will clarify how S S A  wiM interpret and apply the Fred M iranda, (301) 594-7341, .L eg al A ssistan t O ffice ofunique eligibility factors which are necessary for status a s  a  supplem ental Regulations, 6401 Security Boulevard, Baltim ore, Mary-incom e recipient for purposes o f Titles XIX and X X . They will also  explain the land 21235.eligibility factors which m ust b e m et to acquire and retain eligibility for special S S I paym ents while an individual is engaged in substantial gainful activity.B . Why Significant This is a  3-year dem onstration program  which a ffe cts individuals who work despite disabling im pairm ents. The dem onstration pro­vides S p ecial S S I cash  benefits to th ese people where certain requirem ents are m et Even when S S I cash  benefits are no longer payable th ese people, if they m eet certain eligibility factors, are considered a s S S I recipients for purposes o f Titles XIX and X X  o f the Social Security AoLC . Regulatory Impact Analysis: N ot Required____ ______ _________ .___________________________D . Need: Required by the section 201 of the Social Security Am endm ents o f 1980.E  Legal Basis: Section 201(a) and (b) o f Pub. L  9 6 -2 6 5 ________________________ . ______ nF . Chronology: Interim regulations were published on January 22, 1961 (46 FR  6903).G . Covered by the Regulatory Flexibility A c t N o ...— .—...— ... ..— ... .. .—.— .— ,
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Social Security AdministrationTitle Sum m ary Contact
Supplem ental Security Incom e Program ; Shel­tered W orkshops (1) and Earned Incom e Tax Credits (2); 20 C F R  Part 416, Subpart K

Supplem ental Security Incom e Program ; A ge 18 Deem ing and Alien Deem ing; 20 C F R  Part 416, Subpart K .

Old-Age, Survivors and Disability Insurance and Supplem ental Security Incom e Program ; Continued Paym ent o f B enefits to Persons in Approved Vocational Rehabilitation Plans; 20 CFR Parts 404, Subpart P , and 416, Subpart 
l

O ld-Age, Survivors and Disability Insurance and Supplem ental Security Incom e Program ; Deduction o f Work R elated Expenses; 20 CFR Parts 404, Subparts P , and 416, Sub- part I.

O ld-Age, Survivors and Disability Insurance and Supplem ental Security Incom e Program ; Extension of Trial Work Period and Rein­statem ent o f B enefits; 20 C F R  Parts 404, Subpart P , and 416, Subpart I.

OW -Age, Survivors and Disability Insurance and Supplem ental Security Incom e Program ; Personalized N otices to B e Provided Certain SSA  Claim ants; 20 C F R  Parts 404, Subpart J .  and 416, Subpart N .

A . Description; (1) Sheltered workshop rem uneration is earned Incom e a s o f 10/ R ita H auth, (301) 594-7112, Legal A ssistant, O ffice  o f 1/80; (2) Earned incom e tax credits are earned incom e a s o f January 1 ,1 9 8 0 . Regulations, 6401 Security Boulevard, Baltim ore, Mary-B . Why Significant (1) Elim inates need to determ ine w hether sheltered work- land 21235. shops services are em ploym ent or therapy—thus earned or unearned incom e.Earned incom e is advantageous to beneficiary a s  it provides greater exclusions and higher benefits; (2) Earned incom e tax credits did not affe ct benefit prior to 1980. T hese credits would have been unearned incom e a s  o f 1980 and would have resulted in lower benefits. If this law would not have been enacted .C . Regulatory Impact Analysis; N ot required_____________ . .. .. .. .. .___________________________. .. .D . Need: The regulations will provide the criteria to carry out section 202 of Social Security Disability Am endm ents o f 1980 and the Technical Corrections A ct of 1979.E . Legal Basis: (1) 42 U .S .C . 1382a; (2) 42 U .S .C . 1 3 8 2 a ....________ ______________________F . Chronology: A  N otice o f Proposed Rulem aking w as published on January 19,1981 (46 FR  4949).G . Covered by the Regulatory Flexibility A c t N o_____________ _____ _______________________ „ .A . Description: (1) Deem ing o f parental incom e and resources to an eligible child R ita H auth, (301) 594-7112, Legal A ssistant, O ffice  o fends when a  child reach es a ge  18 unless a  savings clau se applies to children R egulations, 6401 Security Boulevard, Baltim ore, Mary-betw een 18 and 21; (2) A  sponsor’s  incom e and resources are deem ed to an  land 21235.alien for a  period o f three years after adm ission for aliens who first apply after Septem ber 3 0 ,1 9 8 0 .B . Why Significant (1) Elim inates different treatm ent o f children aged 18 to 21 depending on status a s  students; (2) A ssum es that sponsors will support aliens and se ts m ore rigid rules than apply to other deem ing categories.C . Regulatory Impact Analysis: N one Required ... ......................................................«...................—D . Need: (1) and (2) im plem ent sectio n s 203 and 504 o f the Social Security Disability Am endm ents o f 1980.E . Legal B asis: (1) 42 U .S .C . 1382a; (2) 42 U .S .C . 1382c and 1382}___________________F . Chronology: A  N otice o f D ecision to D evelop Regulations w as published on Novem ber 1 4 ,1 9 8 0  (45 FR  75225).G . Covered by the Regulatory Flexibility A c t N o________________________________________„ ___A . Description: T h ese proposed regulations will provide for continued paym ent o f Harry Short, (301) 594-7337, Legal A ssistan t O ffice  o f cash  benefits to persons w hose disabilities have ended if they are participating Regulations, 6401 Security Boulevard, Baltim ore, Mary- in vocational rehabilitation program s. Participation in the program  m ust have land 21235.begun before the person’s  disability ends and the disability m ust not have been expected to end prior to the «greeted  com pletion date o f the program .B . Why Significant T h ese proposed regulations will a ffe ct those people who m edically recover from  their disabilities during the course of their vocational rehabilitation program s and w ho, becau se o f the lo ss o f their benefits, are forced to cfiscontinue their participation in the program  and seek  substantial gainful work activity.C . Regulatory Impact Analysis' N ot r e q u ir e d ........___________ _D . Need: T hese regulations are required to Im plement Section  301 o f the Social Security Disability Am endm ents o f 1980.E . Legal Basis: 42 U .S .C . 425, 1382c, and 1 3 8 3 .. .. .. . .. .. .. .. . .. .. .. .. . .. .. .. . .. .. .. .. . .. .. .. .. . ..F . Chronology: A  N otice o f D ecision T o D evelop R egulations w as published on Novem ber 2 6 ,1 9 8 0  (45 FR  78726).G . Covered by the Regulatory Flexibility A c t N o ...« ...................... ...... . .. .._______ ««1___A . Description: The proposed regulations will provide for the deduction from  David Sm ith, (301) 594-7336, Legal A ssistant, O ffice  o fearnings o f certain impairm ent related work expenses in determ ining: (1) R egulations, 6401 Security Boulevard, Baltim ore, M ary-W hether a  disabled person h as done substantial gainful activity; and (2) the land 21235.am ount o f a  disabled person's earned incom e for S S I purposes.B . Why Significant The regulation will encourage disabled persons to  work by enabling them  to deduct certain work exp en ses.C . Regulatory Impact Analysis: N ot re q u ire d ...........« .« « .« « .« .« .« ..« ...« « « .« « ..« « « .« ___ _D . Need: The proposed regulations are needed to im plem ent Section 302 o f the Social Security Disability Am endm ents o f 1980.E . Legal Basis: 42 U .S .C . 405, 4 2 3 ,1 3 0 2 ,1382c, and 1383______________________________F . Chronology:_____ . . . . . . . . . . . . . . . . . . . . ______________ ________ . .. .. .. .. . .. .. ..___ _________________..„ ____ « ...G . Covered by the Regulatory Flexibility A c t N o____________________ _A . Description: T hese proposed regulations will provide persons to rem ain Harry Short, (301) 594-7337, Legal A ssistant, O ffice  ofdisabled and who have com pleted a  trial work period with an additional period R egulations, 6401 Security Boulevard, Baltim ore, Mary-o f 15 m onths in which to continue to test their ability to work. During this land 21235.period a  person m ay be paid benefits for a ll m onths in which he or sh e d oes not do substantial gainful activity. The regulations a lso  extend the trial work period provisions (and the additional period) to widows, widowers, and surviv­ing divorced w ives.B . Why Significant Persons who rem ain disabled and who have exhausted their trial work periods wilt be encouraged to continue their .efforts to return to work.For the first tim e, the trial work period provisions are extended to widows, widowers, and surviving divorced w ives.C . Regulatory Impact Analysis: N ot re q u ire d ...........« « .« « « « ..« « .« .» .______________________D . Need: T hese regulations are needed to im plem ent Section 303 of the Social Security Disability Am endm ents of 1980.E . Legal Basis- 42 U .S .C . 402, 416, 422, 4 2 3 ,1 3 8 2 ,1382c, and 1383_________________F . Chronology: A  N otice o f D ecision To D evelop Regulations w as published on Novem ber 1 4 ,1 9 8 0 .G . Covered by the Regulatory Flexfoillty A c t N o ...« —...» .__ ____________ » » .» .....— ««.A . Description: Any decision m ade by tire Secretary which involves a  determ ina- Phil B erge, (301) 594-7452, Legal A ssistant, O ffice  o f tion o f disability under title N or title X V I, unfavorable In w hole or part to the R egulations, 6401 Security Boulevard, Baltim ore, Mary- disabled individual, shad contain a  statem ent o f the cau se in understandable land 21235.language setting forth a  discussion o f the evidence and stating the Secretary’s  determ ination and the reason or reasons upon which it is based . W here a  written personalized notice h as been provided, w e win not repeat this inform a­tion.B . Why Significant: The proposed regulations require that w e furnish additional Inform ation to Dt and S S I claim ants for disability w hose claim s are being denied.
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Department of Health and Human Services Semiannual Regulations Agenda and Review List—ContinuedS o d a i S ecu rity  A dm inistrationTitle Sum m ary C o n tad

O ld A ge, Survivors and Disability Insurance and Supplem ental Security Incom e Program  Limitation on Prospective Life o f Applications and C losing o f R ecord After H earing D eci­sion; 20 C FR  Parts 404, Subparts G  and J ,  and 416, Subperts C  and N .

O ld A ge, Survivors and Disability Insurance Program s; Paym ent for M edical Evidence of Record; 20 C FR  Part 404, Subpart P.

O ld A ge, Survivors and Disability Insurance and Supplem ental Security Incom e Pro­gram s; Paym ent of Certain Travel Expense; 20 C F R  Parts 404, Subparts I and P , and 416, Subpart N .

Aid to Fam ilies With D ependent Children; D is­closure of Inform ation for Audits; 45 C F R  205.50.

Aid to Fam ilies With Dependent Children; Fed­eral Financial Participation in the C o st of a  Statew ide M echanized Claim s Processing and Inform ation Retrieval System ; 45 C F R  205.

C . Regulatory Impact Analysis: N ot required------- ----------------- — ----------------- ---------D . Need The proposed regulations implem ent Section 305 o f the Social Security Disability Am endm ents o f 1960.E . Legal Basis: 42 U .S .C . 405 and 1302---------------------------------- ---------------------------F . Chronology: A  N otice o f D ecision To D evelop Regulations w as published on Septem ber 10, 1980 (45 FR  59589).G . Covered by the Regulatory Flexibility A c t N o__________ . .. .. .. .. .— ..— ... .. . ........... ..........A . Description: Under th ese proposed regulations, if a  person files an application for benefits before the first m onth he or sh e m eets aH requirem ents for entitlem ent, w e win allow  the claim  only if h e or sh e m eets alt requirem ents before a  hearing decision or dism issal (if there is one) is issued . A lso , if the person ask s the A ppeals Council to review the hearing decision or dism issal, the Council will not consider new evidence unless it relates to the tim e before the hearing decision or dism issal and there w as good cau se for not subm itting it earlier.B . Why Significant T hese rules should prom ote final resolution o f ca se s at the hearing stage and help to reserve A ppeals Council review m ore nearly for c a se s o f a  genuinely appellate nature.C . Regulatory Impact Anaytsis: N ot required______________... .. .. .._________________ - _____— .D . Need To conform  our regulations to se c . 306 o f the Social Security Disability Am endm ents o f 1980 and to carry out the express intent o f Con gress in enacting iLE  Legal Basis: 42 U .S .C . 4020(2), 416(i)(2)(G), and 423(b) a s am ended by s e c t 306 o f Pub. L  96-265.F . Chronology: A  N otice o f D ecision to D evelop Regulations w as published on Septem ber 16, I960 (45 FR  61315).G . Covered by the Regulatory Flexibility A c t N o__ ______ _— ------------- ------ . ------A . Description: These regulations provide that any non-Federal hospital, clin ic, laboratory, or other provider of m edical services, or physician who is not em ployed by the Federal governm ent and who supplies m edical evidence that w e ask for and need for m aking determ inations of disability sh all be entitled to paym ent for the reasonable co st of providing the evidence.B . Why Significant Until D ecem ber 1, 1980, the claim ant w as primarily responsi­ble for paying tar existing m edical evidence subm itted to u s tar m aking a  title M disability determ ination. W e will now pay the reasonable co st for existing m edical evidence which we ask  for and need. The inform ation needed for disability determ inations will be obtained m ore expeditiously and the need for further m edical consultative exam inations at our expense will be reduced.C . Regulatory Impact Anaylsis: N ot required.............----------- -— ____ ______________________D . Need T hese regulations are needed to im plem ent section 309 o f the Social Security Disability Am endm ents o f 1980.E . Legal Basis: 42 U .S .C . 405, 423, and 1302________________________________________________F . Chronology: Interim regulations were published O ctober 30, 1980 (45 FR  71791).G . Covered by the Regulatory Flexibility A c t N o ...—_____ —....____________________ _A . Description: T h ese proposed regulations win provide for the paym ent o f certain travel expenses to claim ants who attend m edical exam s, and to claim ants their representatives, and w itnesses who attend reconsideration interviews and proceedings before adm ininstrative law ju dges.B . Why Significant The proposed regulations are significant b ecau se they vwl explain when S S A  will pay certain travel exp en ses.C . Regulatory Impact Anaylsis: N ot required.........—_____ __________________________ __________D . Need: T hese regulations are needed to implem ent Section 310 of toe Social Security Disability Am endm ents o f 1980.E . Legal Basis: 94 S ta t. 459 and 460 Pub. L  9 6 -2 6 5______ ___ ,,,_________________________F . Chronology: A  N otice o f D ecision to Develop Regulations w as published on January 15, 1981 (46 FR  3547).G . Covered by the Regulatory Flexibility A c t N o________________ ____________________ ... .. .. .. . .A . Description: This interim  regulation wilt perm it H H S to d isclose inform ation concerning applicants and recipients under title IV -A  of the Social Security A d  D isclosure is perm itted tar purposes of program  audits conducted by any governm ental entity authorized by law to conduct such audits.B . Why Significant C larifies existing guidelines on disclosure, so  that all S ta tes and the Federal Governm ent are con sisten tC . Regulatory Impact Analysis: N ot required  __________ . .. .___________________________ ___D . Need: To implem ent section 403 o f the S o cial Security Disability Am endm ents Of 1960.E . Legal Basis: 94 S ta t 462, Pub. L  96-265_____ ____________ ____ ___________________ ______F . Chronology:______ _____ ____ ...........__________________ ... .. ..—______________________ ____ ________-G . Covered by the Regulatory Flexibility A c t N o______________________________ ___________ . .. .A . Description: T hese interim regulations win provide that 90 percent Federal m atching funds wiN be available for the design, developm ent, installation, and im plem entation o f com puterized A FD C Statew ide m echanized claim s process­ing and inform ation retrieval system s. This increased m atching wilt also  include the co st of purchasing or renting com puter equipm ent and softw are used tar the operation o f the system .B . Why Significant The regulations will reduce co st to both the S tate  and Federal governm ents in the operation o f the A FD C program  b ecau se o f toe system s im plem ented.C . Regulatory Impact Analysis: N ot re q u ire d .................................................................... ..____ „ ....D . Need: T hese regulations wiN implem ent section 406 of the Social Security Disability Am endm ent of 1960.E . Legal Basis: 94 StaL 465, 466, 467 Pub. L  96-2 6 5____________________________________F . Chronology:____________________________________________ — ______ —__________________ ____________G . Covered by the Regulatory Flexibility A ct No_____________ __________ ____________________

C liff Terry, (301) 594-7519, Legal A ssistant, O ffice of Regulations, 6401 Security Boulevard, Baltim ore, Mary­land 21235.

WNNam Ziegler, (301) 594-7415, Legal A ssistant, O ffice of Regulations, 6401 Security Boulevard, Baltim ore, Mary­land 21235.

C lara Barrett Pow ell, (301) 594-7459, Legal Assistant O ffice  o f Regulations, 6401 Security Boulevard, Balti­m ore, M aryland 21235.

Ja c k  Schanberger, (301) 594-6785, Legal Assistant, Office of R egulations, 6401 Security Boulevard, Baltimore, M aryland 21235.

Pat O 'H are, (202) 245-0043, Policy Specialist, O ffice of Fam ily A ssistan ce, 2110 Sw itzer Building, 330 C  Street S .W ., W ashington, D .C . 20201.
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Department of Health and Human Services Semiannual Regulations Agenda and Review List—Continued

Social Security AdministrationTitle______________________________________________________  Sum m ary C on tact
Old A ge, Survivors, and Disability Insurance and Supplem ental Security Incom e Pro­grams; D eductions, Reductions and Nonpay­ment o f Benefits; 20 C P R  Part 404, Subpart E , and 416, Subpart K.

Old A ge, Survivors and Disability Insurance Programs; Time for M aking o f Social Secu ­rity Contributions for Covered S tate  and Local Em ployees; 20 C P R  Part 404, Subpart M.

O ld-Age, Survivors and Disability Insurance and Supplem ental Security Incom e Pro­grams; Experim ents and Dem onstration Pro­jects Under Disability Insurance and S S I Programs; 20 C PR  Parts 404, Subparts D and P , and 416, Subparts B and L

Aid to Fam ilies With D ependent Children Pro­gram; Incentive for A FD C  R ecipients to Report Earned Incom e; 45 C P R  206 and 233.

Aid to Pam ilies With Dependent Children Pro­gram; Proration o f Shelter Utilities and Sim i­lar Expenses for A FD C Children Living With Ineligible R elatives; 45 C P R  Part 233.

A. Description: T hese proposed regulations will provide that an individual’s  Larry Dudar, (301) 594-6629, Legal A ssistant, O ffice  o f retroactive m onthly social security will b e  reduced if the individual received S S I R egulations, 6401 Security Boulevard, Baltim ore, Mary- paym ents for the sam e period. land 21235.
B . Why Significant: T hese proposed regulations will preclude the w indfall pay­m ent o f S S I benefits that would not have been m ade if the m onthly social security benefits had been paid when regularly due rather than retroactively.C . Regulatory Impact Analysis: N ot required_________________________________ . ..____ _________D . Need: Im plem ents section 501 of the Social Security Disability Am endm ents o f 1980.E . Legal Basis: 94 S ta t. 469, 470 Pub. L  96-265_________________________ . .. ._______________P . Chronology: A  N otice o f D ecision to D evelop Regulations w as published onO ctober 20, 1980 (45 PR  69248).G . Covered by the Regulatory Flexibility A c t N o ...—.._____ ____ ______ _______ ___A . Description: T hese regulations change the rules governing the frequency with which S tates and interstate instrum entalities m ust deposit social security contributions on w ages and salaries paid to covered em ployees. This new rule requires S tates and interstate instrum entalities to deposit contributions within 30 days after the end o f each  calendar m onth in which w ages are paid.B . Why Significant Regulations were scheduled to go into e ffe ct which would have required the S ta tes and interstate instrum entalities to deposit the social security contributions sooner than 30 days. Section 503 o f the Social Security Disability Am endm ents o f 1980 provided that 30 days would b e the period within which th ese contributions m ust be deposited. T h ese regulations reflect that am endm entC . Regulatory Impact Analysis: N ot required.......... ................................... ......... ................................. ..D . Need: T hese regulations are required to im plem ent section 503 o f the Social Security Disability Am endm ents o f 1980.E . Legal Basis: Section s 205, 218, and 1102 o f the S o cial Security A ct_______________F . Chronology: Interim regulations w ere published on O ctober 31, 1980 (45 PR 72110).G . Covered by the Regulatory Flexibility A c t N o....... ........ .........— ......... ...................A . Description: Am endm ents o f 1980 authorize the Secretary to conduct experi­m ents and dem onstration projects under the O A SD I and S S I program s. The proposed regulations will alter the requirem ents for disability benefits and the requirem ents for S S I benefits w hen a  person h as been selected  to participate in an experim ent or dem onstration project under th ese am endm ents.B . Why Significant Current regulations provide that in order to be eligible for titie H and title XVI benefits, certain requirem ents m ust be m et The S o cial Security Disability Am endm ents o f 1980 authorize the Secretary to  w aive com pliance with benefit requirem ents for title II and title XVIII and w aive any o f the conditions, requirem ents, or lim itations of title X V I.C . Regulatory Impact Analysis: N ot required____________________ — ___________ ________ .D . Need: T hese regulations are needed to im plem ent section 505 of the S o cial Security Disability Am endm ents o f 1980.E . Legal Basis: 42 U .S .C . 1310 .............. ....................................... .................... ................ ............F . Chronology: A  N otice o f D ecision to D evelop Regulations w as published on January 8 ,1 9 8 1  (46 FR 2093).G . Covered by the Regulatory Flexibility A c t N o .— ................. ...... ..................... .A . Description: The proposed regulations will provide that the earned incom e disregard will not b e  applied to any earned incom e which the recipient failed without good cau se to report tim ely to the S tate  agency.B . Why Significant The proposed regulations will require agen cies in S ta tes that do not have m onthly reporting system s to confirm  reported changes to assure fta t recipients are not penalized due to agency failure to  take action on the reported changes.C . Regulatory Impact Analysis: N ot required „ .______ ____________________ — _________ _______D . Need: New rulem aking is necessary to implem ent section 302 o f fire Adoption A ssistance Child W elfare A ct o f 1980 in order to assure uniform  interpretation by S ta tes.E . Legal Basis: 94 S ta t 528, Pub. L  98-272___ ____________________ _____________ ___________F . Chronology: A  N otice o f D ecision to D evelop R egulations w as published on D ecem ber 1 6 ,1 9 8 0  (45 FR  82681).G . Covered by the Regulatory Flexibility A c t N o________ . .. .. . ................. ...................... .......A . Description: T hese regulations will provide that a  S tate  m ay prorate the shelter, utilities, and sim ilar needs o f specified assistan ce units living with closely related fam ily m em bers who are ineligible for A FD C . S ta tes m ay prorate if the total incom e o f assistan ce unit m em bers and closely related fam ily m em bers equals or exceed s the S ta tes A FD C  need standard for an F D C  assistan ce unit o f com parable size.B . Why Significant The regulation will provide that U a  S ta te  ch o oses to prorate, it m ust follow  a  form ula specified in the regulation. Under prior law , S ta te s had com plete flexibility in determ ining need and paym ent standards.C . Regulatory Impact Analysis: N ot req u ired ..-.......... .............. ....................... ..................... ..............D . Need: To im plem ent section 303 o f the Adoption A ssistance and Child W elfare A ct o f 1980. The statute is extrem ely com plex and regulations are needed to insure that aH S ta tes interpret the statute in the sam e way.E . Legal Basis: 94 S ta t 528 and 529, Pub. L . 96-272.............................. ................F . Chronology: A  N otice o f D ecisión to Develop Regulations w as published on  Decem ber 1 6 ,1980 (45 FR  82681).6 . Covered by the Regulatory Flexibility A c t N n.......................... ........................................ ..

Arm and Esposito, (301) 594-7455, Legal A ssista n t O ffice  o f R egulations, 6401 Security Boulevard, Baltim ore, M aryland 21235.

Henry Lam er, (301) 594-7414, Legal A ssistan t O ffice  o f Regulations, 6401 Security Boulevard, Baltim ore, Mary­land 21235.

C on nie K atz, (202) 245-2021, Program  S p ecia list O ffice  o f Fam ily A ssistan ce, Room  B -4 1 6, Transpoint Building, 2100 Secon d S t , S .W ., W ashington, D .C . 20024.

Connie K atz, (202) 245-2021, Policy S p ecia list O ffice  o f Fam ily A ssistan ce, Room  B416, Transpoint Building, 2100 Secon d S t  S W ., W ashington, D .C . 20024.
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Social Security Administration

Title Sum mary C ontact
Supplem ental Security Incom e Program ; D is­posing of R esources for L ess Than Fair M arket Value; 20 C F R  Part 416, Subpart L .

O ld-A ge, Survivors, and Disability Insurance Program ; Benefits for Certain Prisoners; 20 C F R  Part 404.

Aid to Fam ilies With D ependent Children; Child Support Reporting and M atching Procedures; 45 C FR  Chapter II.

O ld-A ge, Survivors and Disability Insurance Program s; C h an ges to the Retirem ent T est; 20 C F R  Part 404, Subpart E .

O ld-A ge, Survivors, and Disability Insurance Program ; D ecreased Retroactivity of Benefit Applications; 20 C FR  Part 404, Subpart GL

A . Desorption: T hese proposed regulations provide that an individual (or eligible spouse) who gives away or se lls any nonexcludable resource for le ss than fair m arket value for the purpose of establishing S S I eligibility will have those disposed o f resources counted toward tire resource limit for 24 m cfiths from the date of disposal. The disposal of a  resource at le ss than fair m arket value is  presum ed to  be for the purpose o f establishing S S I eligibility unless the individual can present convincing evidence that the disposal w as exclusively for som e other purpose.B . Why Significant T hese proposed regulations will a ffect an individuars eligibility for S S I benefits when the individual disposes o f a  resource for le ss than fair m arket value.C . Regulatory impact Analysis: N one r e q u ire d ...................— ---------- -— ... .. .. .. . .. .. .. ..—D . Need: To implem ent section 0005 o f Pub. L  96-611— ....-------------- -----« .-------E . Legal Basis: 42 U .S .C . 1382b, 94 S ta t 3 5 6 7 ....------------------- .---------------------------F . Chronology: — -------------------- ------ --------------- — ......... ............. ................«..............G . Covered by the Regulatory Flexibility A c t N o— .— - —  ---------- -— — ——.........A . Description: The proposed regulations p lace certain restrictions on the paym ent o f disability benefits to  persons who have been convicted o f a  felony and are im prisoned.B . Why Significant The proposed regulations are significant b ecau se they specify the conditions under which disability benefits will not be paid to an im prisoned felon and how a  finding of disability m ay be affected .C . Regulatory Impact Analysis: N ot re q u ire d ........------ ...— ... .. ..------------- ---------------O . Need: Required by Section 5 o f the Am endm ents to  the S o cial SecurityProgram  (P .L . 96-473).E . Legal Basis: Pub. L  96-473.............. .............— ... .— — .— — — .— .............- .........F . Chronologyr. . . . . . _____ --------------------------------------------------— : ...................... ..........................G . Covered by the Regulatory Flexibility A c t N o .......----------------------------------A . Description: This proposed regulation will require the Departm ent to reduce a  S ta te 's quarterly grant under title IV -A  when the S tate  h as child support collections which are unreported or not reported in accordance with Federal regulations.B . Why Significant W hy Sign ifican t M akes explicit the reduction o f Federal Financial Participation by the am ount o f the Federal share o f child support collections m ade by a  S tate under title iV -0  o f the Social Security A c tC . Regulatory Impact Analysis: N ot required.— ....----------- . . . .. .. .. . .. ..------------ ... .. ..— ..D . Need: To implem ent section 407(c) o f Pub. L  96-265, the S o cial Security Disability Am endm ents o f 1980.E . Legal Basis: Pub. L  96-265, section 407(c)------------------------------------- -------------F . Chronology: — ... .. .. .. . .. ..—  ----------- ------------ ------------------ . .. ..------ . .. .------- .------G . Covered by the Regulatory Flexibility A c t N o ------------------------- ---------------. . .—A . Description: T hese regulations will contain the rules that will elim inate som e o f the harsh and unintended effe cts o f the S o cial Security Am endm ents of 1977.- They are retroactively effective a s  o f January 1978.B . Why Significant The provisions o f the regulations (1) perm it the u se o f the m onthly earnings test to certain beneficiaries in tire year that entitlem ent term inates for a  reason other than death, (2) exclude for the purposes o f the annual earnings te s t self-em ploym ent incom e received in a  year after the inital year o f entitlem ent not attributable to services perform ed after the m onth of entitlem ent; and (3) provide aN beneficiaries the u se o f the m onthly earnings test in at feast 1 year after 1977.C . Regulatory Impact Analysis: N ot req u ired ..« ..«.----- ------- ------------------ « ....---------- -D . Need: T h ese regulations are needed so  w e can give the public d e ar rules and m ake them  aw are o f the changes that are required by sections 1 ,3 , and 4 o f the 1981 Am endm ents to the Social Secuity Program .E . Legal Basis: S e c s . 1 ,3 , and 4 o f Public Law 9 6 -4 7 3 ,9 4  S ta t. 2 2 6 3 .................F . Chronology: . .._____________________ ...« — ....« ----------------- . . . . . . . . . . . . . . . . -------G . Covered by the Regulatory Flexibility A c t N o ---------------------- . .. .. ..----------- . . . . . . . . .A . Description: This proposed regulation would reduce from  12 m onths to 6 m onths the maximum retroactivity of all social security insurance benefits that are not based on the worker's disability or the disability o f a  widow or widower.B . Why Significant This change would m ean that people who wait until som e tim e after they becom e eligible for th ese benefits to apply for them  win receive them  for no m ore than 6 m onths before the m onth they apply, even if they

Henry Lerner, (301) 594-7414, Legal A ssistant, O ffice of R egulations, 6401 Security Boulevard, Baltim ore, Mary­land 21235.

W illiam Ziegler, (301) 594-7415, Legal A ssistant, O ffice of R egulations, 6401 Security Boulevard, Baltim ore, Mary­land 21235.

Jo h n  M cD onald, (202-245-2056, Financial Management Sp ecialist, O ffice  o f Fam ily A ssistan ce, 2100 2nd Street, S .W ., W ashington, D .C . 20024.

C lara Barrett PoweH, (301) 594-7459, Legai Assistant, O ffice o f Regulations, 6401 Security Boulevard, Balli- m ore, M aryland 21235.

C liff Terry, (301) 594-7519, Legal A ssistant, O ffice of Regulations, 6401 Security Boulevard, Baltim ore, Mary­land 21235.
have been eligible for m ore than 6 m onths.C . Regulatory Impact Analysis: N ot re q u ir e d .............--------------------. . . . . . . . . . . . . . . . . . . . . . . . . . . .D . Need: Required by Section 1011 o f the Om nibus R econciliation A c t ..........— .« ..E  Legal Basis: Sec. 202(jM1) o f the Social Security A ct a s  am ended by section1011 Pub. L  96-499 (the Om nibus Reconciliation A ct o f 1980).F . Chronology: Pub. L  96-499 enacted 12/5/80--------------- ----------- ---------------------G . Covered by the Regulatory Flexibility A c t N o . . . . . . . . . . . . — ________ _— ... . . . . . . . . . . . . . . . . . . .

Health Care Financing Administration

Title Description C ontact
H ealth C are Institution Certifications and Sur­veys. A. Desorption: H ospitals, nursing hom es and other institutional health care providers are subject to frequent surveys and review s. M any o f th ese review s are a  result of the Federal Governm ent's role in insuring the health and safety o f patients. Given an expanding rote arid im proved perform ance o f som e S tate and local governm ents and voluntary organizations in this area, a  reassess­m ent o f the appropriate Federal role is warranted.B . Why Significant Survey and certification requirem ents affe ct thousands of health care providers arid are critical to ensuring health and safty o f patients. Effective monitoring m ay b e accom plished with greater flexibility to States without lo ss of quality of health services.C . Regulatory Impact Analysis: Y e s « ....« « .......« « « — .« — — « .— — — ...« — «....«.««■

Paul WWging, M .D ., Deputy Adm inistration, H e a lth  Care Financing Adm in., 200 Independence A ve., S .W .. wasn- ington, D .C . 20201, (202) 245-6726.
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Health Care Financing AdministrationTitle Description C ontact

M edcaid Regiiatton6 A ffecting S la te s ..

HCFA—M edfcare/M edteaid Program : Differen­tial Reim bursem ent/ Sw ing Bede.

HCFA—MedioakJ Program : W ithholding o f Fed­eral Share o f Paym ents to M edicaid Provid­ers to Recover M edicare Overpaym ents.

HCFA—Reporting Financial In terest-.

HCF A—M edicafe/M edcaid Program s: Exclu­sion of Health Care Professionals.

D . Need: To prom ote S tate  flexibility, reduce co sts, and m aintain qualifystandards.E . Legal Basis: Titles XVIII and XIX o f the Social Secrity A c t — —, ........... .................F . Chronology: Review  announced by Vive President on M arch 25, 1981. O ne of three H H S regulations slated for review by the President’s  Task Force on Regulatory R elief.F . Covered by the Regulatory Flexibility A c t Y e s___ — —— —_____ __________________ _A . Description: A t present a  variety o f regulations im pose significant adm inistra­tive requirem ents on S ta tes. S ta tes contend that th ese regulations ham per their ability to provide services to needy people at reasonable funding levels, tn addtion, the President h as prom ised S ta tes that regulatory relief will accom ­pany his proposal to lim it Federal M edicaid expenditures. For th ese reasons, a  thorough review is needed.B . Why Significant The regulations would provide greater ftodbUity to S ta tes in m eeting the m edical needs o f M edicaid patients at reduced co st.C . Regulatory Impact Analysis: Y e s .- .- _____— —________________________ _________ __________O . Need: To reduce regulatory burdens on S ta tes and prom ote program
1 e fficien cy .E . Legal Basis: Title XIX o f the Social Security A c t __________ . ..—_________ ______F . Chronology: Review  announced by V ice President on M arch 2 5 ,1 9 8 1 . O n e o f three H H S regulations stated for review by the P resid en ts Task Force on Regulatory R elief.G . Covered by Regulatory Flexibility A c t N o_________ _______ —  _______ — ____A . Description: This regulation wilt authorize reim bursem ent at the S ta te  M etfcaid interm ediate care facility or skilled nursing facility rate w here the patient requires a  lower level of care, but is inappropriately placed in a  hospital; and win provide reim bursem ent for sm all, rural hospitals which have been granted a  certificate-of-need for provision o f tong-term  care serv ices. This regulation wSt a lso  se t forth conditions o f participation for discharge planning and social services for hospitals that provide ’’sw ing bed”  services.B . Why Significant: This regulation wttl refine institutional reim bursem ent policies to assure m ore efficient delivery o f needed health care.C . Regulatory Analysis: N ot required___________________________________________________________D . Need: To implem ent S e c . 902 (a) end (b). and 904 (a) and (b) o f P .L  9 6 - 499, "O m nibus Reconciliation A ct of 1980” .E  Legal Basis: S e c s . 1158, 1161, 1861(v)(1)(G), 1883, 1902 and 1913 o f the S o cial Security A c t S e c s . 902 and 904 of P .L  96-499.F . Chronology: The final rule with com m ent period is currently under review . W hen the review is com pleted, it wilt be subm itted to fe e  Departm ent tor approval.G . Covered by the Regulatory Flexibility A c t Y e s — — — __________ ________ —A . Description: This regulation would allow  H CFA  to withhold fe e  Federal share o f M edicaid paym ents from  providers and physicians in order to recover M edicare overpaym ents fe a t cannot be recovered through fe e  M edicare program  either becau se the provider is participating in M edicare at a  minimum level or the physician no longer accep ts assignm ent tor M edicare claim s.B . Why Significant This regulation would im prove financial m anagem ent, e ffici­ency and accountability for certain M edicare provider overpaym entC . Regulatory Analysis: Not required_____________ ,____ ____________________ it_____ ___________D . Need: To im plem ented S e c . 905 o f P .L  96-499, “Om nibus ReconcUation A ct o f 1980".E . Legal Basis: S e c . 1914 o f the S o cial Security A c t..—— ...    __________ _______—F . Chronology: The proposed rule is currently under review . W hen fe e  review is com pleted, it will be subm itted to the Departm ent for approval.G . Covered by the Regulatory Flexibility A c t Y es - .. ..- ___ ______________ ______________ _____A . Description: This regulation would require an  entity to report only individual interests in m ortgages, d eed s o f trust, notes, or other obligations if fe e  ¡m erest equals the lesser o f $25,000 or 5  percent o f the value o f the total property and a sse ts.B . Why Significant This regulation would im prove the financial m anagem ent, efficiency and accountability for certain M edicare providers.C . Regulatory Analysis: N ot required.— ._____ ______________ . ..___ ________________ - ________D . Need: To implem ent S e c . 912 (a) and (b) o f P .L  9 6 -499, "O m nibus Reconciliation A ct o f 1980” .E . Legal Basis: S e c s . 1124(a)(3){A)(ii) and 1902(a)(35) o f the Social Security A ct; P .L  95-142 and P .L  96-499.F . Chronology: The final rule with com m ent period is currently under review. W hen the review  is com pleted, K will b e subm itted to the Departm ent for approval.G ; Covered by the Regulatory Ftexfoiffty A c t N o________ __________________A . Description: This regulation will am end the current rule that excludes physi­cians and practitioners convicted o f crim es from  participation in the M edicare and M edicaid program s. This regulation will broaden this rule so  that the provisions would also  apply to other categories o f health professionals, such a s adm inistrators o f health care institutions.B . Why Significant This regulation wifi clarify H CFA ’s  authority to bar certain professionals from participation in the M edicare and M edicaid program s.C . Regulatory Analysis: Not required_________ __________________ _________ ____________ —D . Need: To implem ent S e c . 913 o f P .L  96-499, "Om ntous Reconciliation A ct o f 1980” .E . Legal Basis: S e c s . 1128, 1862(e), 1902(a)(39), and 2003(d)(1) o f fe e  S o cial Security A ct; P .L  95-142 and P .L . 96-499.P . Chronology: The final rule with com m ent period is currently under review. W hen the review is  com pleted, tt wifi b e  subm itted to fe e  Departm ent tor approval.G . Covered by the Regulatory Flexibility A c t N o......— ..._____

Paul W Mging, Deputy Adm inistrator, H ealth C are Financing Adm in., 200 Independence A v e ., S .W ., W ashington, D .C . »1201, (202) 245-6736.

BM G oefier, O R P , D fS R , R P B , Branch C h ief, Room  1 -D -1  ELR 6401 Security Btvd., Baltim ore, M D 21207, 3 0 1 - 597-1802.

Si

Sam uel G u fd a, Director, D R R R E, O S P E , B P O , Room  1445, M eadow s E ast B ld g., 6300 Security Boulevard, Baltim ore, M D 21207, 301-694-8500.

Jam e s F . Patton, D irector, D V P S, O P V , B Q C , firn . 2 -E -5  EU R, 6401 Security Btvd., Baltim ore, M O 21207, 3 0 1 - 694-8213.

Ja m e s P . Patton, D irector, D V P S, O P V , B Q C , Rm . 2 -E -5  E L R , 6401 Security Btvd., Baltim ore. M D 21207, 3 0 1 - 594-8213.



24438 Federal Register / Vol. 40, No. 83 / Thursday, April 30, 1981 / Proposed Rules

Department of Health and Human Services Semiannual Regulations Agenda and Review List—Continued

Health Care Financing Administration %Title Description Con tact
H CFA —M edicaid Program  Com m on Audit R e­quirem ents for M edicare, M edicaid and M a­ternal Child H ealth Providers.

H CFA —M edicare/M edicaid Program : LifeSafety C ode (Technical Am endm ent).

H CFA —M edteaid/M edicare Program : Alterna­tives to D ecertification o f Long Term  C are Facilities.

A. Description: This regulation would require coordinated audits under d ie M edicare, M edicaid, and M aternal and Chitd H ealth program s. T hese audits m ust b e coordinated through com m on procedures with audits perform ed for M edicare program  purposes. If a S tate  declines to participate, paym ent would b e reduce to an am ount estim ated to be due the S ta te  if it had participated in a  com m on auditB . Why Significant: This regulation would elim inate duplicate audits o f the sam e provider under M edicare, M edicaid and the M aternal and Child H ealth pro­gram s.
C. Regulatory Analysis: N ot re q u ire d .« ........—... .. .. ............................................................ ............, . . .D . Need: To im plem ent S e c . 914 (a), (b) and (c) o f P .L  96-499, “ Om nibus Reconciliation A ct o f 1980” .E . Legal Basis: S e c s . 505{a)(16), 1128, 1129 and 1902(a)(42) o f the S o cial Security A c tF . Chronology: The proposed rule is  currently under review . W hen the review is com pleted, it will be subm itted to the Departm ent for approval.
G. Covered by the Regulatory Flexibility A c t N o___________ _________ _— .............. - ............„A . Description: This regulation will delete reference to the 1967 and 1973 editions o f the Life S afety C od e and require participating health facilities, hospitals, skilled nursing facilities and interm ediate care facilities to com ply witti the edition o f the U fo  S afety C od e designated by the Secretary. A “ grandfather”  provision will be included to perm it facilities which are in com pliance with the 1987 or 1973 editions to b e certified under th ese editions so  long a s  they rem ain in com pliance.B . Why Significant This regulation will m inimize regulatory burdens on facilities consistent with the protection o f health and safety o f patients and assure orderly adjustm ents to changing technology.
C. Regulatory Analysis: N ot re q u ire d ......—. . . . . . . . . . . . . . . . . . . . . . . . . ---------- .--------—D . Need: To implem ent S e c . 918 o f P .L  96-499, “ Om nibus R econciliation A ct of 1980".E . Legal Basis: S e c . 1861(])(13) of the Social Security A c t—F . Chronology: The final rule with com m ent period is currently under review . W hen the review is com pleted, it will be subm itted to the Departm ent for approval.
G. Covered by the Regulatory Flexibility A c t N o— _______________ — ... .. .._________________A. Description This regulation will se t forth provisions under M edicare and M edicaid for alternatives to the decertification o f long term care facilities (skilled nursing facilities and interm ediate care facilities) that are out o f com pliance with the conditions o f participation. The regulation will also  authorize H CFA  to "look behind" S tate  agency surveys on com pliance where the adequacy o f the s ta te 's  determ ination is questionable.B . Why Significant This regulation will m ake penalties for non-com pliance m ore reasonable.
C. Regulatory Analysis: Not required.......... ...... .............. ............D . Need: To im plem ent S e c . 916 (a), (b) and (o) o f P .L . 98-499, "O m nibus Reconciliation A ct o f 1980".E . Legal Basis: S e c s . 1 866,1902, and 1910 o f the Social Security A ct— ..— .,F . Chronology: The final rule with com m ent period is currently under review. W hen the review is com pleted, It will b e subm itted to the Departm ent for approval.
G. Covered by the Regulatory Flerdb&ty A c t Y e s —........................................ — — « ..« ...«

D ave Landis, Director, D PE , O S P E , B P O , Rm . 1445, Mead­ow s E ast B ld g., 6300 Security B lvd ., Baltim ore, MD 21207, 301-594-8770.

M ayer Zim m erm an, Program  A nalyst, H SQ B , 2nd Boor, Dogw ood E ast B ld g., 1649 Gw ynn O ak A v e ., Baltimore, M D 20207, 301-594-3316.

Robert Ja v e c , Program  A nalyst, H SQ B , 2nd Floor, Dog­wood E ast B ld g., 1849 Gwynn O ak A ve ., Baltim ore, MD 21207, 301-594-3314

Significant Regulations—New Initiatives

Title Sum mary Con tact
H CFA —M edicare/M edicaid Program s: C linical Laboratory Reim bursem ent

H CFA —M edicare/M edicaid Program s: Profes­sional Standards Review  O rganizations (PSR O ) M em bership Requirem ents: Advisory Groups to P SR O s; and Statew ide Profes­sional Standards Review  Council Advisory Group M em bership.

A . Description This regulation win limit recognition o f mark-up o f Clinical Laboratory Reim bursem ent bills from  a physician, for services perform ed by an independent laboratory, to  the lesser of the reasonable charge o f the labora­tory or the am ount charged by the physician, plus a nom inal handling fe e .
B. Why Significant This regulation will elim inate unnecessary expenditures for independent laboratory services ordered by a physician.C . Regulatory Analysis: N ot r e q u ir e d ........................------ --------------- ---------- ------ ----«D . Need: T o im plem ent S e c . 918 o f P .L  96-499, “ Om nibus Reconciliation A ct of 1980” .E . Legai Basis: S e c s . 18 3 3 ,1 8 4 2 , and 1902 o f the Social Security A ct and S e a  918 Of P .L  96-499.F . Chronology: The final rule with com m ent period is currently under review. W hen the review is com pleted, it wHI be subm itted to the Departm ent for approval.G . Covered by the Regulatory Flexibility A c t Y e s ..........-------. .. .. .. .. . .. .. .—  ---------------A . Description: This regulation will revise P S R O  m em bership requirem ents, deleterequirem ents for form al advisory groups to P S R O s and revise requirem ents for m em bership to the advisory groups o f each  Statew ide P S R O  co u n cil
B . Why Significant This regulation will provide m ore effective P S R O  perform ance..C . Regulatory Analysis: N ot required— .— .— ... .------------------------. . . . . . . . . — .. . . . . . . . . . .D . Need: To im plem ent S e c s . 921, 922(a), 923 and 927 o f P .L  96-499, “ Om nibus R econciliation A ct o f 1960” .E . Legal Basis: S e c s . 1 152,1155, and 1162 o f the Social Security A ct—F . Chronology: The final rule with com m ent period is currently under review. W hen the review is com pleted, It will b e subm itted to the Departm ent for approval.G . Covered by the Regulatory Flexibility A c t N o— ------ --------------------------------

Paul R ie sel, Branch C h ief, P P R B , B P P , Rm . 1 -A -3  ELR, 6401 Security B lvd ., Baltim ore, M D 21207, 301-597- 1843.

D onna Federm an, Program  Analyst, H SQ B , 1st Boor, Dog­wood E ast B ld g., 1849 Gwynn O ak  A ve., Baltimore, MO 21207, 301-594-4272.
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Significant Regulations—New initiativesTitle Sum m ary C ontact
H CFA—M edicare/M edicaid Program : Profes- A . Description: This regulation would requite P SR O s that are able to do so  to Sharm an Step hens, Program  A nalyst, H S 0 B . 1st Floor, sionai Standards Review  O rganizations give priority to preadm ission review s o f areas of relatively frequent over- Dogwood East B ld g., 1849 Gwynri O ak A v e ., Baktknore,(PSRO ) Hospital Review —Routine Services; utilization to assure that paym ent m ade under M edicare and M edicaid are MD 21207,301-594-3103.Preadm ission Review ; Preoperative S tays. m edically appropriate. T hese areas include routine te sts, unusually long preop­erative stays and w eekend adm issions.B . Why Significant. This regulation would improve cost effectiven ess by enabling P S R O s to determ ine the appropriate setting for surgical procedures.C . Regulatory Analysis: Not required___________ ™ ™ ...™ ™ ...„™ ..™ ____ ____ . .. .. .. .. . .. .. .. .. . .. .. .D . Need: To implem ent S e c s . 924 and 926 of P .L  96-499, “ Om nibus Reconcili­ation A ct o f 1980“ .E . Legal Basis: S e c s . 1154 and 1155 o f the Social Security A c t...™ ..___________ . .. .. .. .. .F . Chronology: The proposed rule is currently under review. W hen the review is com pleted, it will be subm itted to the Departm ent for approval.G . Covered by the Regulatory Flexibility A c t N o .....________________ ... .. .. .. . .. .. .___________....H ealth A . Description: This regulation will se t forth requirem ents (including the establish- Bill G oeller, Branch C h ief, R P B , B P P, Room  1 -0 -1  E LR ,m ent o f bonding or escrow  accounts) that hom e health agen cies m ust m eet in 6401 Security B lvd ., Baltim ore, M D 21207, 301-5 9 7 - order to minimize financial risk. 1802.B . Why Significant This regulation will assure that hom e health agen cies are financially viable enough to participate in the program .C . Regulatory Analysis: N ot required________. ..____ ______ _____________________________________...D . Need: To implem ent S e c . 930(n) o f P .L  96-499, “ Om nibus Reconciliation A ct o f 1980” .E . Legal Basis: S e c . 1861 of the Social Security A ct and S e c . 930 o f P .L  9 6 -4 9 9 ..F . Chronology: The final rule with com m ent period is currently under review.W hen the review is com pleted, it will be subm itted to the Departm ent for approval.G . Covered by the Regulatory Flexibility A c t Y e s ______ .. ..__________________________________ConcK- A . Description: This regulation would elim inate the present requirem ent that Stefan  M iller, Program  A nalyst, H SQ B , 2nd Floor, Dogw oodHons o f Participation for Hom e H ealth A gen- proprietary hom e health agen cies can participate in M edicare only in those E ast B ld g., 1849 Gwynn O ak A venue, Baltim ore, MDcies. S ta tes that license hom e health agen cies and se t forth requirem ents for a 20207, 301-594-9741.form al training program  for hom e health aides.B . Why Significant This regulation would provide equity betw een proprietary and non-profit agencies and im prove program  adm inistration.C . Regulatory Analysis: N ot required.___ _____ ... .___ ... .._______ ____________ ______ ..._______ _ »D . Need: To implem ent S e c . 930(n)(2) o f P .L  96-499, “ Om nibus Reconciliation A ct o f 1980” .E . Legal Basis: S e c . 1861(o) o f the Social Security A ct___ ______ _____ ___________ _________F . Chronology: The final rule with com m ent period is currently under review.W hen the review is com pleted. It will be subm itted to the Departm ent for approval.G . Covered by the Regulatory Flexibility A c t Y e s __________ _____ ____________________________HCFA—M edicare Program : Preadm ission D iag- A . Description: This regulation wiH provide full coverage under M edicare for Henry H ehir, D irector, D M SC P, B P P, Room  489 EH R , 6401 nostic Testing, Sam e H ospital. diagnostic services provided in a hospital's outpatient departm ent which fo e  Security B lvd ., Baltim ore, M D 21207, 301-594-8561.beneficiary then enters a s  an inpatientB . Why Significant This regulation would provide Incentives for delivering services in lower co st settings.C . Regulatory Analysis: N ot required.,................_ .......................™ ™ ™ ™ .....™ ..™ .™ ™ .™ ™ ™ „™D . Need: To im plem ent S e c . 932 of P .L  96-499, “ Om nibus Reconciliation A ct o f 1980” .E . Legal Basis: S e c . 1833 o f the Social Security A ct and S e c . 932 of P .L  96-499»F . Chronology: The final rule with com m ent period is currently under review.W hen the review is com pleted, it will be subm itted to foe Departm ent for approval.G . Covered by the Regulatory Flexibility A c t N o__________________ ___ ____HCFA—M edicare Program: Preadm ission D iag- A . Description: This regulation would cover diagnostic testing in the outpatient Henry H ehir, D irector, D M SC P, B P P, Room  489 E H R , 6401 nostic Testing; Different H ospital; Physician’s  departm ent o f another hospital or in a physician’s  o ffice  within 7 days prior to  Security B lvd ., Baltim ore, M D 21207, 301-594-8561. ° ™ ce< the patient's adm ission a s  an outpatient..B . Why Significant This regulation would provide incentives for delivering services in lower co st settin gs..C . Regulatory Analysis: N ot required________ .! ................ .......................................................................D . Need: To Im plement S e c . 932 o f Pub. L  96-499, "Om nibus Reconciliation A ct o f 1980” .E . Legal Basis: S e c . 1833 o f the Social Security A ct and S e c . 932 o f Pub. L  9 6 - 499.F . Chronology: The proposed rule is currently under review. W hen the review Is com pleted, it will be subm itted to the Departm ent for approval.G . Covered by the Regulatory Flexibility Act: N o.................. ................................HCFA—M edicare Program: Outpatient S u rge ry ... A . Description: This regulation will provide for 100 percent reim bursem ent for Robert Streim er, C h ief, D A R S, B P P , Room  1 -A -1  EH R,surgical services perform ed in free-standing am bulatory surgical centers and in 6401 Security B lvd., Baltim ore, MD 21207, 301-597- physicians' o ffices subject to certain restrictions. It will also  set forth health 1337. and safety standards for am bulatory surgical cen ters participating in the M edicare program .B . Why Significant This regulation would provide incentives for delivering services in lower co st settings.C . Regulatory Analysis: N ot required___________. ..___ _________ . .. .. .. ........ .. . ................................ ..D . Need: To Implement S e c s . 934 (a) and (b) o f Pub. L  96-499, “ Om nibus Reconciliation A ct o f 1980” .E . Legal Basis: S e c s . 1 8 3 2 ,1 8 3 3 ,1 8 6 3  and 1864 of the Social Security A ct and S e c . 934 o f Pub. L.96-499.F . Chronology: The final rule with com m ent period is currently under review.W hen the review is com pleted, it will be subm itted to fo e  Departm ent for approval.j . - . .  G . Covered by the Regulatory Flexibility Act: Y e s ...: . ™ .™ ™ ..™ .....™ ™ ..™ .™ .™ ™ .™ ™tient " & BcScaî te t,jca id Program : O utpa- A . Description: This regulation would se t forth a  reim bursem ent m ethodology for Robert Streim er, C h ie f, D A R S, B P P, Room  1-A -1 ELR , m surgery (Physictan’s  O ffice). determ ining overhead am ounts, and alH hclusive rates per procedures in each  6401 Security B lvd ., Baltim ore, MD 21207, 301-597-outpatient surgery setting. 1337.8 . Why Significant: This regulation would provide incentives for delivering services in lower co st settin gs..C . Regulatory Analysis: N ot re q u ir e d .............™ ...... ................... .. ...................... ..........

HCFA—M edicare Program : Hom e Agency Bonding.

HCFA—M edicare/M edicaid Program :
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Significant Regulation»—New Initiatives \Title Sum m ary C ontact

H CFA —M edicare/M edicaid Program : Profes­sional Standards Review  O rganizations (PSR O ) Hospital Review —Outpatient Sur- gery.

H CFA —M edicare Program : O ptom etrists’ Serv­ice s.

H CFA —M edicare Program : Paym ent Service D ate.

H CFA —M edicare/M edicaid Program : Reim ­bursem ent o f Physician’s  Services in Teach­ing H ospitals.

H CFA —M edicare/M edicaid Program : Condi­tions of Participation for H ospitals—Revised Conditions for Participation.

H CFA —M edicare/M edicaid Program : Hospital Utilization Review .

D . Need: To implement S e c . 034(b) o f Pub. L . 96-499, “ Om nibus ReconciliationA ct o f 1980*’.E . Legal Basis: S e c s . 1632, 1633, 1863 and 1864 o f the Social Security A ct and S e c . 934 o f Pub. L  96-499.F . Chronology: The proposed rule is currently under review. W hen the review is com pleted, it wit) be subm itted to  the Departm ent for approval.Q . Covered by the Regulatory Flexibility A c t Y e s ---------------- ...---------------------- -------A . Desorption: This regulation would am end existing regulations on P SR O  Sharm an Step hens, Program  A nalyst, H SQ B , 1st Floor,hospital review and P S R O  assum ption o f review responsibilities for inpatient Dogw ood E ast B ld g., 1849 Gwynn O ak A ve ., Baltimore,ancillary services, inpatient physician services, and quality review . This regule- M D .21207, 301-594-3101.tion would also  provide for P SR O  review o f selected  surgical procedures perform ed in physicians' offices.B . Why Significant This regulation would reduce unnecessary c o sts---- ----------.— .C . Regulatory Analysis: N ot required..,---------------------------------------------------------- —0 . Need: To implem ent S e c . 934(a) of Pub. L  96-499, “ Om nibus ReconciliationA ct o f I960” .E . Legal Basis: S e c s . 1832 and 1833 of the Social Security A c t..----------- -----------—F. Chronology: The proposed rule is currently under review . W hen the review is com pleted, it will be subm itted to the Departm ent for approval.G . Covered by the Regulatory Flexibility A c t N o---------------------------------------------—A . Description: This regulation would provide coverage for previously uncovered Henry Hehtr, Director, D M SC P , B P P, Room  489 EH R, 6401 services furnished by optom etrists related to the condition o f aphakia (absence Security B lvd ., Baltim ore, MD 21207, 301-594-8561. of the natural lens o f the eye).B . Why Significant This regulation would extend coverage to a  previously uncovered service.C . Regulatory Analysis: N ot required----------- ------------------------------- ------------— - —D . Need: To implem ent S e a  937 o f Pub. L  96-499, “ Om nibus R econciliation A ct of 1980” .E . Legal Basis: S e a  1861  (r)4 of the Social Security A ct and S e c . 937 o f Pub. L  96-499.F . Chronology: The proposed rule is currently under review . W hen the review is com pleted, It wW be subm itted to the Departm ent for approval.G . Covered by the Regulatory Flexibility A c t Y e s -------------------------------------------------A . Description: This regulation will provide that the determ ination o f M edicare Paul R iesei, Branch C h ief, P P R B , B PP, Room  1-A -1 ELR,reasonable charges for physician services be based on the date the m edical 6401 Security B lvd ., Baltim ore, M D 21207, 301-597-service w as furnished rather than the date on which the claim  w as processed . 1843.B . Why Significant This regulation will adjust paym ent le v e ls to th ese in e ffect when services were furnished.C . Regulatory Analysis: N ot required--------------------- ---------- ------------ . .. .. .-----------------D . Need: To im plem ent S e c . 946 o f Pub. L  96-499, "O m nibus Reconciliation A ct o f 1980” .E . Legal Basis: S e c . 1842 of the Social Security A ct and S e a  946 o f Pub. L . 96- 499.F . Chronology: The proposed rule is currently under review . W hen the review Is com pleted, it will be subm itted to th e Departm ent fo r approval.G . Covered by the Regulatory Flexibility A c t N o---------- ------------ ------- ----------------- --A . Description: This regulation would perm it reasonable charge reim bursem ent to BiN Btinie, C h ief, P P R S , P P R B , B P P, Room  1 -E -5  ELR, physicians in teachin g hospitals under certain circum stances, and would allow  6401 Security B lvd ., Baltim ore, MD 21207, 301-594- co st reim bursem ent to hospitals where all physicians elect it. It would also  5431.provide for com putation o f reasonable charges for purposes o f M edicare reim bursem entB . Why Significant This regulation would clarify and refine physician charge reim bursem ent policies.C . Regulatory Analysis: N ot required..— ...— >.______- _____________ . .._________ _______ —O . Need: To implem ent S e c . 948 Of P .L  9 6 -499, “ Om nibus Reconciliation A ct Of1980” .E . Legal Basis■ S e c s . 1832, 1842, and 1861 of the Social Security A ct and S e a  948 Of P .L  96-499.F . Chronology: The final rule with com m ent period is currently under review .W hen the review is com pleted. It win be subm itted to the Departm ent for approval.G . Covered by the Regulatory Flexibility A c t Y es_____________________________ ________— .A . Description: This regulation will provide for flexibility in the application o f Susan  A nderson, Standards and Certification Analysthealth and safety requirem ents to sm all and rural hospitals under 50 beds and H SQ B , 2nd Floor, Dogw ood E ast B ldg., 1849 Gwynn for midwives to provide m edical services in hospitals. O ak A v e ., Baltim ore, MD 21207, 301-594-9714.B . Why Significant: This regulation will elim inate unnecessary procedural require­m ents .for com plying with conditions and reduce burden on sm all providers.C . Regulatory Analysis: N ot required___________________________________________ _________________D . Need: To im plem ent S e c s . 949 and 965 of P .L  96-499, “ Om nibus Reconcili­ation A ct of 1980” .E . Legal Basis■ S e c s . 1102, 1861(e), (f), and (g), 1864, and 1891 o f the Social Security A ct (42 U .S .C . 1302,1395 et seq.); S e c . 102 of P .L  94-1 8 2 .F . Chronology: The final is currently under review . W hen the review is com plet­ed , it wilt be subm itted to the Departm ent for approval. .G . Covered by the Regulatory Flexibility A c t N o_____ ....___________ ________________ _____—A . Description: This regulation will provide for the treatm ent o f podiatrists a s  Beverly Christian, Program  Analyst, H SQ B  2nd Floor, Dog-physicians under certain circum stances for purposes o f utilization. wood E a st B ld g., 1849 Gywnn O ak A ve., Baltimore, MD21207, 301-594-3980.B . Why Significant: This regulation win perm it enforcem ent of hospital utilization review requirem ents designed to reduce m edically unnecessary care.C . Regulatory Analysis- N ot required____ — ... ._________________ ________ __________. .. ._________D . Need: To im plem ent S e a  951 o f P .L  96-499, “ Om nibus Reconciliation A ct o f I9 60 ” .E . Legal Basis- S e c s . 1861(k), 1861(r)<3), 1902(a)(30). 1903(g)(1)(c), and 1903(i)(4) o f the Social Security A c tF . Chronology: The final is  current under review . W hen the review is com pleted, it will be subm itted to the Departm ent for approval.G . Covered by the Regulatory Flexibility A c t N o ...... - .......... ................. .....................
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Department of Health and Human Services Semiannual Regulations Agenda and Review List—ContinuedS ig n ifica n t R egu latio n s—New  In itiativesTitle Sum mary Contact
HCFA—Medicare Program: Access to Books A. Description: This regulation would prohibit Medicare reimbursement to provid- James F. Patton, Director, DVPS, OPV, BQC, Rm. 2-E -5  

and Records to Subcontractors. ers for services furnished under contracts (whose cost or value over 12 ELR, 6401 Security Blvd., Baltimore, MD 21207, 301-
months is $10,000 or more) to subcontractors unless the Secretary has access 594-8213. 
to books and records necessary to verify costs.

B. Why Significant: This regulation would strengthen HCFA’s capacity to effec­
tively preclude or detect fraud and abuse and conform Medicare practice to 
that of other Federal agencies which buy services.C . Regulatory Analysis: Not required......................................... ....................................

D. Need: To implement Sec. 952 of P.L. 96-499, "Omnibus Reconciliation Act of 
1980”.

E. Legal Basis: Sec. 1861(v)(1)(l) of the Social Security Act; P .L 96-499___ ___...
F. Chronology: The proposed rule is currently under review. When the review is 

completed, it will be submitted to the Department for approval.
G. Covered by the Regulatory Flexibility Act: Yes........... ...............................................

HCFA—Medicare Program: Provider Reim- A. Description: This regulation will require the PRRB to determine within 30 days Stanley Katz, Chief, DTPL, BPP, 2nd Floor, Dogwood West 
bursement Review Board (PRRB): Expedited whether it has jurisdiction over an issue brought before it by a provider and Bldg., 1848 Gwynn Oak Ave., Baltimore, MD 21207,
Judicial. authorize judicial reviews without further administrative review where the Board 301-594-9595

decides it lacks jurisdiction.
B. Why Significant This regulation will expedite the administrative appeals 

process.C . Regulatory Analysis: Not required...... ................................................................................ ........
D. Need: To implement Sec. 955 of P.L 96-499, “Omnibus Reconciliation Act of '

1980”.
E. Legal Basis: Sec. 1878 of the Social Security Act and Sec. 955 of P .L 96- 

499.
F. Chronology: The final rule with comment period is currently under review.

When the review is completed, it will be submitted to the Department for 
approval.

G. Covered by the Regulatory Flexibility A c t No ...............................
HCFA—Medicare Program: Beneficiary Not at A. Description: This regulation would require that payment be made for inpatient Stanley Katz, Chief, DTPL BPP, 2nd Floor, Dogwood West 

Fault services under Part A where a beneficiary requiring a higher level of care is Bldg., 1848 Gwynn Oak Ave., Baltimore, MD 21207,
erroneously placed in a distinct part of an institution that provides a lower level 301-594-9595. 
of care.

B. Why Significant This regulation would reimburse at the appropriate level when 
a beneficiary received covered care but was in an erroneous placement 
through no fault of his own..C . Regulatory Analysis: Not required.................................................................................

D. Need: To implement Sec. 956 of P.L 96-499, “Omnibus Reconciliation Act of 
1980”.

E. Legal Basis: Sec. 1879 of the Social Security Act and Sec. 956 of P .L 96- 
499.

F. Chronology: The proposed rule is currently under review. When the review is 
completed, it will be submitted to the Department for approval.

G. Covered by the Regulatory Flexibility Act: No...________________..........____ ......
HCFA—Medicare/Medicaid Program: Technical A. Description: This regulation will authorize HCFA to enter into agreements with Joe Jackson, Program Analyst, OSP, 1st Floor, Dogwood 

ESRD Amendments (Technical Amendment). approved nonprofit entities to provide dialysis equipment to individuals who West Bldg., 1848 Gwynn Oak Ave., Baltimore, MD
dialyze at home. 21207,301-597-3151.

B. Why Significant: This regulation • will provide equipment economically and 
efficiently.C . Regulatory Analysis: Not required................... .......... ....______ ____ ....________ .... *

D. Need: To implement Sec. 957 of Pub. L  96-499, “Omnibus Reconciliation Act 
Of 1980”.

E. Legal Basis: Sec. 1881(e) of the Social Security Act........ ......................................
F. Chronology: The final rule with comment period is currently under review.

When the review is completed, it will be submitted to the Department for 
approval.

G. Covered by the Regulatory Flexibility A c t No................................................... .........
HCFA—Medicaid Program: Disputed Medicaid A. Description: This regulation would set forth the requirement for interest David McNally, Director, DFO, OPA, BPO, Rm. 350, Mead- 

Claims; Interest Charge on Final Determina- payments on disputed Medicaid funds after a final determination of allowability. ows East Bldg., 6300 Security Blvd., Baltimore, MD 
fon- 21207,301-597-1397.

B. Why Significant: This regulation would establish the payment of interest as an 
equitable solution to the use of funds pending a final determination of 
allowability. It would also expedite the processing of State appeals from 
notices of disallowances.C . Regulatory Analysis: Not required............... :................................................................

D. Need: To implement Sec. 961 of Pub. L  96-499, “Omnibus Reconciliation Act 
of 1980”.

HCFA—M edicaid Program: Skilled Nursing Facilities/lnterm ediate C are Facilities (SN Fs/ ICFs)—M edicaid Reim bursem ent

E . Legal Basis: S e c . 1903(d) of the Social Security A ct........... ...................................... ........... .F . Chronology: The proposed rule is currently under review. W hen the review is com pleted, it will be subm itted to the Departm ent for approval.G . Covered by the Regulatory Flexibility Act: N o........... .............................. ...................... .............. .A . Description: This regulation would require S ta tes to reim burse SN F s and IC Fs A lan Spielm an, Acting C h ief, S IS , S P B , B P P, Room  1-A -1at rates that are reasonable and adequate to m eet the co sts incurred by E LR , 6401 Security B lvd ., Baltim ore, MD 21207, 301-facilities in order to provide care. This regulation would im plem ent certain 597-1804.provisions of the “ Om nibus R econciliation A ct of 1980”  affecting repeal o f S e c . 249 o f Pub. L  92-603 that required m ost S tates to pay S N F s and IC Fs on a  reasonable cost-related b asis.B . Why Significant This regulation would provide S tates with m ore flexibility in developing m ethodologies to reim burse nursing hom es.C . Regulatory Analysis: Not required............................................................................ .................................D . Need: lo  implement S e c . 962 of Pub. L  96-499, “ Om nibus R econciliation'A ct o f 1980” .E . Legal Basis: S e c . 1902(a)(13)(E) of the Social Security A ct and S e c . 962 of Pub. L . 96-499.F . Chronology: The proposed rule Is currently under review. W hen the review is com pleted, it will be subm itted to the Departm ent for approval.G . Covered by the Regulatory Flexibility Act: Y e s ..—......... . . ..................................................... .
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Department of Health and Human Services Semiannual Regulations Agenda and Review List—Continued
Significant Regulation*—New Initiatives

Title Sum mary C on tact
H CFA —M edicare/ M edicaid Program : Nurse- Midwife Services.

H CFA —M edicare Program : Conditions o f Par­ticipation for H ospitals; Conditions for C over­a ge  of Services of Independent Laborato­ries; Im m unohem atologica! Testing, Transfu­sion Services and Bloodbanking.

H CFA —M edicaid Program : Expanded Phase O ut Provisions o f Interm ediate C are Facili­ties for the M entally Retarded (ICF/M R); Correcton Plans. ___

H CFA —M edicare Program : Determ ination o f Paym ent Am ount for Services Furnished by Independent Rural H ealth C lin ics.

H CFA —Transfer o f A sse ts.......... ..

H CFA —Conditions o f Coverage of Suppliers: End S tage Renal D isease (ESR D ).

A . Description; This regulation wfll specify Federal requirem ents under M edicaid M arinos S valo s, Deputy D irector, D M SC P, B P P, Room  488 (title X IX  of the Social Seourfty Act) for the provision o f nurse-m idwife services. E H R , 6401 Security B lvd ., Baltim ore, MD 21207, 301-This regulation wM define nurse-m idwife services and specify how S ta tes are 594-6719.to provide for th ese services.
b. Why Significant Revised requirem ents will improve a cc e ss to  a  cost-effective source o f m aternity care.C . Regulatory Analysis: Not required------------------------- ------------------------------------------D . Need: To implement S e c . 965 o f P u b . L  96-499, “ Om nibus Reconciliation A ct o f 1980".E . Legal Basis: Sec. 1905 o f fo e Social Security A ct and S e a  965 o f Pub. L  96 - 499.F . Chronology: The final rule with com m ent period is currently under review .W hen fo e review is com pleted. It will be subm itted to the Departm ent for approval.G . Covered by the Regulatory Flexibility A c t N o— » ---------------------------------—— ■■A . Desorption: This regulation clarifies standards and responsibilities governing Stanley E tfn ger, P h .D , Program  A nalyst, 2nd Floor, Dog- foe survey and certification o f laboratory transfusion and bloodbanking services. wood E ast B ld g., 1649 Gwynn O ak A v e ., Baltim ore. MD21207, 301-594-7931.
B. Why Significant This regulation wM reduce unnecessary Departmental and 

industry expenditures caused by duplicate HCFA and FDA surveys and provide 
uniformity in standards for transfusion and bloodbanking requirements.

C. Regulatory Analysis: Not required......—  --------------------.......------------------------------ .
D. Need: To implement a memorandum of understanding between HCFA and 

FDA published by foe Department on March 25,1980.
E. Legal Basis: tecs, 1102, 1861(e)(9), 1861{s)(11). and 1871 of foe Social 

Security Act (42 U.S.C. 130 2 ,1395(e)(9), 1395x(s)(11), and 1395hh).
F. Chronology: Memorandum of Understanding was published March 25, 1960 

(45 FR 19316). A Notice of Decision to Develop Regulations was published 
December 19,1980 (45 FR 83579). The proposed rule has been waived. The 
final regulation is currently under review. When the review is completed, It wM 
be forwarded to the Department for approval.

G. Covered by the Regulatory Flexibility A ct No______ _______ __________
A  Description: This regulation would allow States to negotiate new corrective Wayne Smith, Program Analyst, HSQB, 2nd Floor, Dog- 

action plans for publicly-owned ICFs/M R that do not comply with current «rood East Bldg., 1849 Gwynn Oak Ave., Baltimore, MD 
standards. The regulation would permit States to negotiate extended plans to 20207, 301-594-7651. 
phase out beds but require compliance by July 1982 with standards for beds 
not scheduled for phase out

B. Why Significant This regulation would allow States more flexibility in securing 
foe most appropriate Nving arrangements for ICF/MR residents.

C. Regulatory Analysis: Not required------------- ---------------- ------- -------------------------—
D. Need: To provide incentives for deinstitutionalization of residents in ICFs/MR  

and ensure that foe health and safety of residents remaining in ICFs/MR ie 
protected.

E. Legal Basis: Secs. 110 2 ,1905(c) and (d) of toe Social Security Act (42 U.S.C.
1302 ,1396d(c) and d(d)).

F. Chronology: The proposed role is currently under review. When foe review is 
completed, it will be submitted to foe Department for approval.

G. Covered by the Regulatory Flexibility Act: No_________ ______________ ___...»
A. Description: This regulation revises payment procedures with respect to Bernadette Schumaker, Chief, ARSB, BPP, Room 1-C-1 

situations in which a beneficiary has not met foe Medicare Part B deductible. ELR, 6401 Security Blvd., Baltimore, MD 21207, 301- 
This regulation also clarifies foe relationship between foe amount paid to a 597-1048.
clinic on an interim basis and foe total amount due foe clinic at final cost 
settlement

B. Why Significant This regulation would resolve confusion causes by inaccura­
cies in current rules. Final cost settlements that have been postponed pending 
resolution of foe issue of interim payments could be settled once that issue is 
resolved.

C. Regulatory Analysis: Not required__ __________ ______________ ___ ....____ ...
D. Need: To correct and darify regulations implementing P.L 95-210, the Rural 

Health Clinic Services Act of 1977.
E. Legal Basis: Secs. 110 2 ,18 33 ,1861(aa), and 1871 of the Social Security Act—
F. Chronology: The final role is currently under review in the Department__ —....—
G. Covered by the Regulatory Flexibility A ct Yes.....  ____ ______________—.....
A. Description: This regulation will impose a new eligibility requirement on aged, Richard Cody, Director, DMEP, BPP, Room 440 EHR, 6401 

blind, and disabled applicants for Medicaid. It wHt allow States to deny Security Bfvd., Baltimore, MD 21207, 301-594-9050. 
Medicaid to individuals vvho dispose of assets for less than fair market value.

B. Why Significant This regulation wiH assure that available income and assets 
are applied to medical needs before Medicaid is granted.

C. Regulatory Analysis: Not required —______ .........._______ _____ ......________ —
D. Need: To implement te c . 5 Of P .L 96-611 ___—....  ________......_____ _
E. Legal Basis: Sea 1613 of foe Social Security Act (42 U.S.C. 1382b) and Sea 

5 of P.L 96-611.
F. Chronology: The proposed rule is currently under review. When the review I*  

completed, it will be submitted to foe Department for approval
G. Covered by the Regulatory Flexibility A ct No___ ______________________ .........
A  Description: This regulation revises the conditions which ESRD facilities must Bob Moore, Program Analyst HSQB, 2nd Floor, Dogwood 

meet to be approved as suppliers of end-stage renal disease services. East Bldg., 1849 Gwynn Oak Ave., Baltimore, MD 21207,
301-494-9736.

B. Why Significant This regulation will recognize recent developments in medical 
practices.

C. Regulatory Analysis: Not required.....___________._________ ________________
D. Need: Clarify and expand the types of dialysis service facilities that wifi be 

approved furnish and facilitate program administration.
E  Legal Basis: Secs. 226A >102, 1871, 1881 of foe Social Security Act (42 

U.S.C. 426-1,1302, 1395hh, 1395rr).
F. Chronology: The preposed rote teas published on January 15, 1981 (46 FR 

3794). The comment period closed on March 16, 1981.
G. Covered by the Regulatory Flexibility A ct Yes____ ....____ __________ .
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Significant Regulations—New initiativesTitle Sum m ary C ontact
H CFA—Certification of Long Term  C are Facili­ties with R epeat D eficiencies.

HCFA—M edicare Program : Recordkeeping and C ost Reporting Requirem ents for D ialysis and Training.

HCFA—M edicare Program : M ethodology and R ates for Reim bursing End S tage R enal D isease Facilities.

A . Description; This regulation elim inates the provision that prohibits the renew al o f long term care provider agreem ents if the sam e deficiency, regardless of how minor, appears in su ccessive certification surveys.8 . Why Significant This regulation will improve program adm inistration a s long a s  there is no jeopardy or adverse a ffect to the health and safety of patients.C . Regulatory Analysis: Not required................... ............................... ......... . .. .. .. ._______________... .. .. .D . Need: To m ake the rules for skilled nursing facilities and interm ediate care facilities consistent with the rules governing other providers and reduce burden.E . Legal Basis: S e c s . 1102, 1814, 1861, 1865, 1866, and 1910 o f the Social Security A ct (42 U .S .C . 1302, 1395f, 1395k, 1395bb, 1395cc, 1395hh and 1396i).F . Chronology: The proposed rule w as published on M arch 18, 1980 (45 FR 16505). The com m ent period clo sed  on M ay 13, 1980. The final rule is  currently under review. W hen the review is com pleted, it will be subm itted to the Departm ent for approvaLG . Covered by the Regulataory Flexibility A c t N o______ _____________________ _______ _______A . Description: This regulation se ts forth recordkeeping and co st reporting requirem ents for renal dialysis facilities furnishing m aintenance renal dialysis and self-care dialysis training. T h ese requirem ents apply to all E SR D  services furnished in or under the supervision of M edicare-certified dialysis facilities, whether hospital-based or independentB . Why Significant This regulation im plem ents portions o f the E SR D  Program  Am endm ents o f 1978 (P .L  95-292) that require us to prescribe in regulations, m ethods and procedures to determ ine co sts incurred by renal dialysis facilities in furnishing E SR D  services.C . Regulatory Analysis: Not required____________________________________________________________D . Need: To im plem ent certain provisions o f the E SR D  Program  Am endm ents of 1978 (P .L  95-292).E . Legal Basis: S e c s . 1881(b)(ll)(8)(t) o f Social Security A c t P .L  95-292_______;_____F . Chronology; The proposed rule w as published on Septem ber 26, 1980 (45 FR  64008) a s  Incentive Reim bursem ent for Outpatient D ialysis and Self-C are D ialysis Training (H CFA -31). The com m ent period closed on Novem ber 25, 1980.G . Covered by the Regulatory Flexibility A c t N o_____________________________________________A . Description: This notice would set forth a  proposed m ethodology and rates for reimbursing E SR D  facilities tor furnishing outpatient dialysis services.B . Why Significant This regulation im plem ents portions o f the E SR D  Program  Am endm ents o f 1978 (P .L  95-292) to develop and establish a  m ethod of inceptive reim bursem ent for renal dialysis facilities furnishing outpatient or hom e dialysis E SR D  services.C . Regulatory Analysis: Y e s , being conducted______ ______ ___ ___________ __________ _________D . Need: To implem ent certain provisions o f the E SR D  Program  Am endm ents of 1978 (P .L  95-292).€ . Legal Basis: S e c s . 1881(b)(ll)(B)(ii) Of the Social Security A ct, P .L . 9 5 -2 9 2_______F . Chronology: The proposed rule w as published on Septem ber 26, 1960 (45 FR  64008). The com m ent period clo sed  Novem ber 2 5 ,1 9 8 0 .G . Covered by the Regulatory Flexibility A c t Y e s ______ _____________________ _________i____ __

Terrence Skelly, Program  A nalyst H SQ B , 2nd Floor, D og­wood East B ld g., 1849 Gwynn O ak A v e ., Baltim ore, MD 21207, 301-594-7942.

Bernadette Schum aker, C h ief, A R S 8 , B P P, Room  1 -C -1  E LR , 6401 Security B lvd., Baltim ore, MD 21207, 301- 597-1048.

Bernadette Schum aker, C h ief, Alter. Reim . System s Branch, Rm . 1 -C -1  E LR , 6401 Security B lvd ., Baltim ore. MD 21207, 301-597-1048.

O ffice of Human Development Services, HHSTitle Sum m ary C ontact
H D S-6—Native Am erican Program : General Ftules.

H DS-23—Work Incentive Program : Am end­m ents to Implement Statutory C h an ges.

H DS-24—Work Incentive Program : Period within which State Claim s m ust be filed.

A . Description: This proposed regulation would sim plify and clarify existing David Litton, Acting Director, Policy Planning and Budge*regulations in line with “ Operation Com m on S en se ”  and implem ent significant . Division, Adm inistration for Native Am ericans, Rm . 5300,changes in policies and operation to reflect program  experience. H H S North B ldg., 330 Independence A ve ., S .W ., W ash-t Ington, D .C . 20201, (202) 245-7776.B . Why Significant The N ative Am erican Grants provide valuable resources to N ative Am ericans in their efforts to achieve econom ic and self-sufficiency.C . Regulatory Analysis: N ot required____ _________________________ _______________________D . Need: Regulations are needed to m ake adm inistrative im provem ents which include a  sim plified appeals process; improved m anagem ent control and paperwork reduction; and the rem oval o f unnecessary provisions.E . Legal Basis: 42 U .S .C . 2991___ _______________________________________ ________________________F . Chronology: N on e__________ .__________________________________________________________________„ .G . Covered by the Regulatory Flexibility A c t Y e a _________________________________________A . Description: This regulation will am end the regulations to the Work Incentive N ancy Snyder, A cting Executive Director, National Coordi-Program  for A FD C  recipients in order to m ake them  conform  with legislative nation Com m ittee Work Incentive Program , Rm . 5102,am endm ents. C h an ges would include em ploym ent search authority and related Patrick Henry Building, 601 D S t , N .W ., W ashington,social services, establishing a  fixed sanction period, and other minor chan ges D .C . 20201, (202) 387-6694.required by the statute.B . Why Significant These regulations would implement legislative changes affectin g som e asp ects o f Work Incentive Program  operations.C . Regulatory Analysis: N ot required______ .___________________________________ _______________D . Need: T hese regulations are needed to  im plem ent legislative chan ges m andated by Pub. L  96-265.E . Legal Basis: 42 U .S .C . 630 et s e q ________ _____________ ,____ ;___________________ _F . Chronology: N o n e______ _______ ___ ____________________________.______________________________G . Covered by Regulatory Flexibility A c t N o...................................... „ .. . .................. ............. .........A . Description: This regulation would establish a  2-year tim e limit for the paym ent N ancy Snyder, A cting Executive D irector, National Coordi-o f claim s by the state grantees under the Work Incentive Program  in nation Com m ittee Work Incentive. Program , Rm . 5102, accordance with new legislation. Patrick Henry Building, 601 D S t , N .W ., W ashington,D .C . 20201, (202) 387-6694.B . Why Significant T hese regulations are intended to  im prove the financial m anagem ent program s under the Social Security A ct.C . Regulatory Analysis: N ot required...... ............................. ...... ......................................... .................D . Need: The regulation is required by new legislation .................................. ....................
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O ffice of Human Development Services, HHSTitle Summary C on tact
E . Legal Basis: Section 1132 o f the Social Security A ct a s am ended by Pub. L  96-272. . •F . Chronology: N on e...................................................................................................................................................G . Covered by the Regulatory Flexibility Act: N o..................................................................................

Food and Drug Administration—Significant RegulationsTitle Summary Contact
R evise Inspection Frequency; Licensed Blood Banks. A . Description: This proposed regulation would reduce the frequency o f inspec­tions for licensed blood banks from on ce every year to at least on ce every two R ada Proehl, Regulations Branch (H FB-620), Bureau of B iologies, Food and Drug Adm inistration, 8800 Rockvilleyears. v  • Pike, B ethesda, MD 20205,301-443-1306B . Why Significant: The regulation would reduce the frequency o f inspections forlicensed blood banks from on ce every year to on ce every two years.C . Regulatory Impact Analysis: Not required................................................. .............. ....................... .D . Need: To reduce the inspection burden on licensed blood banks_____ ___________ ...E . Legal Basis: Sections 201, 510, 701, 704, 52 S tat. 1055-1056 (21 U .S .C . 321, 360, 371, 374) and Section 351, 58 S ta t 702 (42 U .S .C . 262).F . Chronology: A  proposed regulation is expected to publish by O ctober 31, 1981..Procedures for R eclassifying Category IIIA Bfc>- logicals.

Panel on Review  o f Blood and Blood Prod­ucts—Product Effectiveness.

G . Covered by Regulatory Flexibility Act: Y es............................ .................. ............. ..........................A . Description: This final regulation would reclassify Category IIIA biological products a s either sa fe , e ffective, and not m isbranded (Category I), or u nsafe, ineffective, or m isbranded (Category II). The regulation would perm it interim m arketing pending com pletion of clinical studies for any biological product reclassified into Category II for which there is a  com pelling m edical need and no suitable alternative therapeutic, prophylactic, or diagnostic a g e n tB . Why Significant The regulation would establish A gency procedures to reclassify Category IIIA biological products Into either Category I or Category II.C . Regulatory Impact Analysis: Not required...................................... ........................ .............. ..........D . Need: The docum ent responds to a  petition for action filed by the Health Research Group.E . Legal Basis: Section s 201, 502, 505, 701, 52 S ta t 1041-1042, 1050-1051, 1055-1056 (21 U .S .C . 321, 352, 355, 371); Section 351, 58 S ta t 702 (42 U .S .C . 262); Sections 4 and 10. 60 S ta t. 238 and 243 (5 U .S .C . 553, 702, 703, 704).F . Chronology: The proposed regulation w as published January 16, 1981 (46 FR 4634). Com m ent period extended from M arch 17, 1981 to M ay 18, 1981 (46 FR 17063). A  final regulation is expected to publish by O ctober 3 1 ,1 9 8 1 .G . Covered by Regulatory Flexibility Act: N o................................ .......................... ...______ _____ ... ..A . Description: This proposed regulation would place the subject products in categories designated a s (1) sa fe  and effective and not m isbranded, and (2) unsafe or ineffective and m isbranded, and (3) not within category (1) or (2) above, on the basis that available data are insufficient to classify  such products.B . Why Significant: The regulation would establish the safety and effectiven ess of currently m arketed products. It would assure the public of receiving only those products found to be sa fe  and effective.C . Regulatory Impact Analysis: Not required.... .____ ... .. .. ..__________ ___________________ _____D . Need: To bring products into conform ance with current standards o f safety and effectiven ess.E . Legal Basis: Section 351, 58 Stat. 702 (42 U .S .C . 252).............................................. ...........F . Chronology: The proposed regulation is expected to publish by O ctober 31, 1981.

Albert R othschild, Regulations Branch (H FB-620), Bureau o f Biologies, Food and Drug Adm inistration, 8800 Rock- viHe Pike, B ethesda, MD 20205, 301-443-1306

Steven Falter, Regulations Branch (H FB-620), Bureau of B iologies, Food and Drug Adm inistration, 8800 Rockville Pike, B ethesda, MD 20205, 301-443-1306

G . Covered by Regulatory Flexibility A c t FD A wiH consider the need for an initial regulatory flexibility analysis.Panel on Review  of Bacterial Toxoids and A . Description: This proposed regulation would place the subject products in Steven Falter, Regulations Branch (H FB-620), Bureau of Bacterial V accines with U .S . Standards of categories designated a s (1) safe  and effective and not m isbranded and (2) B iologies, Food and Drug Adm inistration, 8800 RockviHePotency—Product .E ffectiv en ess. unsafe or ineffective and m isbranded, and (3) not within category (1) or (2) Pike, B ethesda, MD 20205, 301-443-1306.above, on the basis that available data are insufficient to classify such products.B . Why Significant: The regulation would establish the safety and effectiven ess of currently m arketed products. It would assure the public of receiving only those products found to be safe  and effective.- C . Regulatory Impact Anaylsis: Not required.................................................. .......... .............................D . Need: To bring products into conform ance with current standards o f safety and effectiven ess.E . Legal Basis: Section 351, 58 S ta t 702 (42 U .S .C . 262).........................................................F . Chronology: The proposed regulation is expected to publish by O ctober 31, 1981.G . Covered by Regulatory Flexibility Act: FDA will consider the need for an initial regulatory flexibility analysis.Bioresearch Monitoring; O bligations of Spon- A . Description: These regulations would establish procedures to be follow ed by a  Marilyn W atson (H FD -30), Bureau of Drugs, Food and sors and M onitors of Clinical Investigations. sponsor and a m onitor before initiating, and during the course o f, a  clinical Drug Adm inistration, 5600 Fishers Lane, Rockville, MDinvestigation involving the u se o f a  drug, m edical device, food or color additive, 20857, 301-443-3640. or electronic product.B . Why Significant The regulations will provide greater protection of the rights and safety of subjects in clinical investigations and help assure the quality and Integrity of the research data used to support the m arketing of products regulated by FDA by specifically defining the responsibilities of sponsors and m onitors in clinical investigations.C . Regulatory Impact Anaylsis: Not required....... ...........................................................................
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Food and Drug Administration—Significant RegulationsTitle Sum m ary Contact

Abbreviated New Drug Applications for Post- 1962 Drugs.

New Drug Evaluation; Revision o f NDA Regu­lations.

Over-tbe-Counter (OTC) Category III Policy.

Over-the-Counter (OTC) Drug Review

D . Need: There h as been an identifiable need to set forth procedures that would raise the level o f the quality of clinical research by m ore thorough and supervisional contact betw een the sponsor and investigators. T hese regula­tions win define specifically the responsibilities of sponsors and m onitors in assuring protection of the rights and safety of subjects involved in clinical investigations and assuring the quality and integrity o f the research data used to support the m arketing of products regulated by FD A ..E . Legal Basis: 21 U .S .C . 346, 346, 352, 353, 355, 356, 357, 360, 360b-360f, 360h-360j, 3 6 f, 371(a), 376, 381, 42 U .S .C . 216, 262, 263b-263n.F . Chronology: The proposed regulations were published on Septem ber 27, 1977 (42 FR  49612). The final regulations are expected to publish by O ctober 1961.Q . Covered by Regulatory Flexibility A c t N o---------------------- ---- -------------------------.....A . Description: This proposed regulation would permit applicants to file abbreviat­ed new drug applications (ANDA's) for products indentical to approved p o st- 1962 drugs and to omit certain reports that are required in a  full NDA to show safety and effectiven ess of the product It wodld apply only to certain drug products specified by FD A . A t present, ANDA’s  are permitted only for p re- 1962 drugs that FDA has found are suitable for that kind of subm ission.B . Why Significant This would reduce duplicative human testing o f drugs and also  reduce the cost to the m anufacturer o f getting the affected drugs on the m arket By increasing com petition am ong drug m anufacturers, it may reduce drug co sts to the consum er..C . Regulatory Impact Anaylsis: Y e s ... .. .__________________—  ---------------------------- -— -D . Need: This action h as Jh e  potential to increase com petition am ong drug sources when patents have expired and lower co sts o f drug products.E . Legal Basis: 21 U .S .C . 355, 371(a)-----------------------------------------------------------------F . Chronology: The proposed regulation is expected to publish by O ctober 31, 1981.G . Covered by Regulatory Flexibility A c t FD A  will consider the need for an initial regulatory flexibility analyses-.A . Description: Under section 5(a)(3) o f E .O . 12291, FD A is reviewing and will propose to revise the existing regulations for new drug applications (NDA’s) to improve the efficiency o f FD A’s  operation and to  update and refine its internal policies in review ing, processing, and com m unicating with sponsors and applicants o f N D A 's.B . Why Significant T hese revisions can be expected to aid NDA applicants by expediting the review process, reducing paperw ork, and redefining the NDA requirem ents in line with FD A ’s  experiences and current practices. They should also  result in sim pler and m ore useful reporting requirem ents.C . Regulatory Impact Analysis: Threshold assessm ent underway_______________________D . Need: Experience with th ese regulations after a  num ber o f years h as identified areas where the NDA procedure and requirem ents need updating and improv­ing.E . Legal Basis: 21 U .S .C . 355, 357, 371(a)____________________________________________________F . Chronology: A  public m eeting w as held on Novem ber 7 , 1979. The proposed regulation is expected to publish by O ctober 3 1 ,1 9 8 1 .G . Covered by Regulatory Flexibility A c t Y e s ____________________________ _______ _____. .. ..____A. Description: This final regulation would revise .th e  O T C  procedural regulations to delete the provision that authorized the m arketing o f a  Category III ingredient or labeling claim  in an O T C  drug product after a  final m onograph is established. Any testing n ecessary to resolve the safety or effectiven ess issu es for Category III ingredients and claim s would have to be com pleted and the data subm itted to FD A within a  lim ited tim e period during the O T C  drug rulem aking process, and before the establishm ent of a  final m onograph, for a drug product containing th ese ingredients or claim s to be legally m arketed.B . Why Significant This revision would revise a  regulation found unlawful by a  cou rt The revision also  is expected to expedite the O T C  drug review process.C . Regulatory Impact Analysis: Threshold assessm ent underway_____________ __________D . Need: This action is necessary to conform  to the holding and order of the United S ta tes District Court for the District o f Colum bia in Cutler v . Kennedy. 475 F . Supp. 838 (D .D .C . 1979).E . Legal Basis: 21 U .S .C . 321, 352, 355, 371(a).........*_____________________________________F . Chronology: The proposed regulation w as published on M ay 13, 1980 (45 FR 31422). The com m ent period closed on Ju ly 14, 1980. The regulation is expected to be published during the 3rd quarter (A pril-June, 1981).G . Covered by Regulatory Flexibility Act: N o ....~ ..~ ™ .» ___ ____ _ ___ ___ _____________ ... ..A . Description: These regulations provide for m onographs that specify which O T C  drug ingredients and labeling claim s are generally recognized a s sa fe  and effective.B . Why Significant T hese regulations will assure consum ers that O T C  drug products on the m arket have their claim ed e ffect and bear adequate labeling for sa fe  and effective u se.C . Regulatory Impact Analysis: Threshold assessm ent planned for each  m ono­graph.D . Need: To review alt O T C  drug ingredients and labeling claim s to determ ine which of th ese can be considered generally recognized a s safe  and effective.E . Legal Basis: 21 U .S .C . 3 2 1 ,3 5 2 , 355, 371_______________ _________________________________

Je a n  M ansur, Deputy A ssistant Director for Regulatory Drug A ffairs (H FD-30), Bureau o f Drugs, Food and Drug Adm inistration, 5600 Fishers Lane, R ockville, MD 20857, 301-443-3640.

M ichael M cGrane, General Regulations Branch (H FD-30), Bureau o f Drugs, Food, and Drug Adm inistration, 5600 Fishers Lane, R ockville, MD 20857, 301-443-5200.

Marilyn W atson (H FD-30), Bureau of Drugs, Food and Drug Adm inistration, 5600 Fishers Lane, R ockville, MD 20857, 301-443-3640.

William E . Gilbertson, Division o f O T C Drug Evaluation (H FD-S10), Bureau of Drugs, Food and Drug Administra­tion, 5600 Fishers Lane, Rockville, MD 20857, 301-443- 4960.
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Food and Drug Administration—Significant RegulationsT itle - Sum m ary Contact
F . Chronology: Significant proposed and tentative m onographs published or expected' to be published: O T C  Cold , C ough, A llergy, Bronchodilator and Antiasthm atic Products (CCABA) proposed m onograph, Septem ber 9 , 1976 (41 FR 38312); (CCABA) Anticholinergic/Expectorant segm ent tentative final m onograph expected to be published M ay 1981: (CCABA) Bronchodilator segm ent tentative final m onograph expected to publish O ctober 1981; O T C  Topical Antim icrobial proposed m onograph, Septem ber 13, 1974 (39 FR 33103); tentative final m onograph, January 6 , 1978 (43 FR 1210); External A nalgesic Drug Products for O T C  U se proposed m onograph, Decem ber 4 ,1979 (44 FR 69788), O T C  Internal A nalgesic, Antipyretic and Antirheum atic Drug Products proposed m onograph, Ju ly 8 , 1977 (42 FR 35346); O TC nighttim e Sleepaid and Stim ulant Products proposed m onograph, Decem ber 8 ,1975 (40 FR 57292), tentative final m onograph, Ju n e 13, 1978 (43 FR 25544);Anorectal Drug Products for O T C  U se proposed m onograph, May 27, 1980 (45 FR 35576); Vaginal .Contraceptive Drug Products for O T C  Human U se pro­posed m onograph, Decem ber 12, 1980 (45 FR  82014); R elief o f Oral Discom ­fort Drug Products proposed m onograph expected to publish Ju n e 1981; O TC Oral Cavity Drug Products proposed m onograph expected to publish Septem ­ber 1981; O T C  W eight Control Drug Products proposed m onograph expected to publish M ay 1981; O T C  Antiperspirant Drug Products proposed m onograph,O ctober 10, 1978 (43 FR 46694), tentative final m onograph expected to publish Septem ber 1981; O T C  Topical Antibiotic Drug Products proposed m onograph, April 1, 1977 (42 FR 17642), tentative final m onograph expected to publish Septem ber 1981; O T C  Topical Antifungal Drug Products proposed m onograph expected to publish Septem ber 1981.G . Covered by Regulatory Flexibility Act: FDA will consider the need for an initial regulatory flexibility analysis for each  m onograph.U se of Food P re se rva tive s....» ...» ................................... A . Description: This final regulation would establish an interim food additiveregulation for BH T. "B . Why Significant: BHT is a  widely used preservative heretofore considered Linda Taylor, G R A S  Review  Branch (H FF-335), Bureau ofG R A S  and about which substantial safety questions have been raised render- Foods, Food and Drug Adm inistration, 330 Independence Nig it subject to the food additive law . A venue, S .W ., W ashington, D .C . 20201, 202-472-4750C . Regulatory impact Analysis: Not required...................... ......................... ....... ........'.................... .....D . Need: To determ ine if the food preservative BHT oan continue to be deem ed safe for use in foods.E . Legal Basis: Sections 201 (s), 409, 701(a), 52 S ta t 1784-1788, a s am ended (21 U .S .C . 321 (s), 348, 371(a)) of the Federal Food, Drug, and Cosm etic A ctF . Chronology: The proposed regulation published on M ay 31, 1977 (42 FR 27603). The com m ent period clo sed  Ju ly  26, 1977. The final regulation ie expected to publish Ju ly , 1981.G . Covered by the Regulatory Flexibility A c t N o ....... „ ...» » ...» ............................. .. .....................Prior Sanction of Nitrites in M eat and Poultry A . Description: This final regulation would resolve the ¡6sue regarding whetherProducts. there is a  prior sanction for nitrites in m eat and poulfiy products.B . Why Significant There is substantial interest and controversy in the legal Jo h n  Herrm an, Division of Food and Color Additives (HFF-status of nitrites. 300), Bureau of Foods, Food and Drug Administration,330 Independence Avenue, S .W ., W ashington, D .C.20201, 202-472-5676.C . Regulatory impact Analysis: Not required___________ __________ _____ ,___ „ .... ,_____________D . Need: To protect the public health .................. ..................... :...... ,» » .» » ..............................» ,» ....,E . Legal Basis: Sections 201(s ), 20l(t)(1), 402(a), 701(a), 706, 72 S tat. 1784; 74 S ta t 397; 52 S ta t. 1046, 1055-1056, a s am ended (21 U .S .C . 321(sj, 321(t)(l),342(a), 371(a), 376) o f the Federal Food, Drug, and Cosm etic A ct.F . Chronology: The proposed regulation w as published on Decem ber 21, 1979 (44 FR 75662). The com m ent period closed on Ju n e  18, 1980. The final regulation is expected to publish A ugust, 1981.G . Covered by the Regulatory Flexibility Act: No I.................................... .............................. ...........National Shellfish Safety Program ..____________ ___  A . Description: A  notice to withdraw the proposed National Shellfish Safety David Clem , Shellfish  Sanitation Branch (HFF-417), BureauProgram  regulation and a proposal to continue the voluntary National Shellfish  o f Foods, Food and Drug Adm inistration, 200 C  Street Sanitation Program . S .W ., W ashington, D .C . 20204, 202-245-1557.B . Why Significant: An improved voluntary National Shellfish Sanitation Program  would help ensure the safety and w holesom eness of shellfish harvested in w aters of participating states.C . Regulatory Impact Analysis: Not required............................................. ........ ...................................D . Need: To improve the voluntary National Shellfish  Program ....... _________. .. .. ._____... .,E . Legal Basis: Sections 402, 403, 701(a), Pub. L . 717; 52 S tat. 1046-1048,1055, a s am ended (21 U .S .C . 342, 343, 371(a)) o f the Federal Food, Drug, and Cosm etic A ct; Section s 301, 308, 311, 361, Pub. L. 410; 58 S ta t 691,693, 703; 74 S ta t. 364, a s am ended (42 U .S .C . 241, 242m, 243, 264) of the Public H ealth Service A ct.F . Chronology: The proposed regulation published on Ju n e 19, 1975 (40 FR 25916). The com m ent period closed Novem ber 13, 1975. The notice is expected to publish Septem ber, 1981.G . Covered by Regulatory Flexibility Act: N o..................» „ ........» .......................................Infant Form ulas Quality Control R egulation............. A . Description: This final regulation would establish specified quality controlrequirem ents for infant form ula m anufacturers.B . Why Significant: The nutritional adequacy of infant form ulas is a  public health Ed Scarbrough, Regulatory A ffairs S taff (HFF-204), Bureauissue on which there is substantial public interest. o f Foods, Food and Drug Adm inistration, 200 C  Street.S .W ., W ashington, D .C . 20204, 202-245-3117.C . Regulatory impact Analysis: Not required........................................ .......... ....................................... .D . Need: To assure that the required levels o f nutrients are p resen t....... ..........................E . Legal Basis: Sections 201(n), 403(a), 701(a), 52 S ta t. 1041 a s am ended,1047-1048 a s am ended, 1055 (21 U .S .C . 321 (n), 343(a), 371(a) of the Federal Food, Drug, and Cosm etic A ct.F . Chronology: The proposed regulation w as published on Decem ber 30, 1980 (45 FR 86362). The com m ent period w as extended to May 1, 1981 (46 F R  17790). The final regulation is expected to publish O ctober, 1981.G . Covered by the Regulatory Flexibility Act: No............................................................... . 'Infant Form ula; R ecall Process.........................................  A . Description: This proposed regulation would establish recall procedures forrem oving adulterated infant form ula from the m arketplace.
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Food and Drug Administration— Significant RegulationsTitle Sum mary Contact
B . Why Significant There is considerable public interest in infant form ulas due to m edical problem s in infants resulting from inadequate am ounts of essential nutrients.C . Regulatory Impact Analysis: N ot r e q u ir e d .............___________ . .. .___ _______ ______________D . Need: To protect the public health; regulations are required by state ........... ..............E . Legal Basis: S e c . 1 et. se q ., Pub. L 717, 52 S ta t 1040-1059, a s am ended (21 U .S .C . 301 et seq .) o f the Federal Food, Drug, and Cosm etic A c tF . Chronology: The proposed regulation is expected to publish Ju ly , 1 9 8 1 ........_____G . Covered by the Regulatory Flexibility A c t FD A will consider the need for an initial regulatory flexibility analysis.Cinnamyl Anthranitate............................................................. A . Description: These proposed regulations would prohibit cinnamyt anthranilatein human food and ingestible cosm etics becau se it m ay pose a  risk of can cer.B . Why Significant There is substantial FD A interest due to public health concerns expressed above.C . Regulatory Impact Analysis: Not r e q u ir e d ..................... . .. ............ ................................................
D . Need: To protect the public health ..„ .,..........„ ....,.w ,......_ „ ......__ __________________.„ ...E . Legal Basis: Section s 201(s), 402, 409, 701, 52 S ta t. 1046-1047, a s  am ended 72 S ta t 1784-1788, a s  am ended (21 U .S .C . 321(s), 342, 348, 371) o f the Federal Food, Drug, and Cosm etic A ctF . Chronology: The proposed regulations are expected to publish O ctober, 1981 . .. .G . Covered by Regulatory Flexibility A c t Y e s ....................................... . .. . ......... .— . . . . . . . . . . . . .Umbrella Q M P............................................................. ........... .. ..  A . Description: This revised regulation wilt establish new , updated or m orecurrent good m anufacturing practices for the food industry.B . Why Significant: Provides industry with requirem ents designed to prevent or avoid offering a  product for sale  which m ight be defective (violative) in a  significant respect.C . Regulatory Impact Analysis: Required.......... .............. ............ ................................ ............................D . Need: To ensure a  safe  and sanitary food supply................................................................... .E . Legal Basis: Section s 302, 303, 304, 402(a), 701(a) 52 S ta t 1043-1046 a s am ended, 1065 (21 U .S .C . 332, 333, 334, 342(a), 371(a)) o f the Federal Food, Drug, and Cosm etic A c t and the Public H ealth Service A ct Section 361, 58 S ta t. 703 (21 U .S .C . 264).F . 'Chronology: The proposed regulation to revise the um brella G M P w as published Ju n e  8 ,1 9 7 9  (44 FR  33228). The com m ent period closed Decem ber 3 1 ,1 9 7 9 . The final regulation is expected to publish O ctober, 1981.G . Covered by Regulatory Flexibility A c t N o ................. .............. ............................ ...................... .. ..Lead in Infant Foods and in Evaporated M ilk... .. .  A . Description: T hese action guidelines would announce to the public FD A 'saction levels on lead and withdraw the 1974 proposed tolerance for lead in  evaporated mHk and evaporated skim m ilk.B . Why Significant There is a  significant public health in t e r e s t ..........................» .;^ ..C . Regulatory Impact Analysis- Not required........... ......................... . .. ..___ ....; _____ . .. . . . . . . . . . . . . .D . Need: To lower infant exposure to toxic levels of le a d .i...........______________. .. .. .. .. . ..E . Legal Basis: Sections 406, 409, 701(a), 52 S ta t 1055, 72 S ta t 1785-1790 (21 U .S .C . 346, 348, 371(a)) o f the Federal Food, Drug, and Cosm etic A c tF . Chronology: The proposed tolerance for lead in evaporated milk and evaporat­ed skim milk published on Decem ber 6 , 1974 (39 FR  42740). An A dvance N otice o f Proposed Rulem aking published August 31, 1979 (45 FR  51233). The action guidelines are expected to publish Ju n e , 1981.G . Covered by Regulatory Flexibility A c t N o ................................ .............................Labeling o f Sodium  Content o f Foods........  A . Description: This proposed regulation would define term s such a s low sodiumand reduced sodium  and provide for including sodium  content in nutrition labeling.B . Why Significant There is a  substantial public health need for and public interest in consum ers being able to regulate intake o f sodium .C . Regulatory Impact Analysis: Threshold assessm ent underway___________D . Need: To give consum ers an opportunity to regulate their own intake o f sodium .E . Legal Basis: Section s 201 (n) and (s), 402(a)(2)(C), 403(a), 409(c)(1)(A), and 701(a) (21 U .S .C . 321 (n) and (s). 342(a)(2)(C), 343(a), 348(c)(1)(A), and'  371(a)) of the Federal Food, Drug, and Cosm etic A c tF . Chronology: The proposed regulation is expected to publish Ju ly , 1981____ ... .. .. .. .G . Covered by Regulatory Flexibility A c t Y e s ....................................................................... . .. .. .. .. . ..New Animal Drugs and Feed Additives Derived A . Description: This notice announces the availability o f a  guidelines thatfrom a  New Drug Ferm entation; Hum an describes testing and evaluation criteria for the approval o f com plex products Food Safety Evaluation Criteria. derived from a drug ferm entation synthesis and proposed for u se in food-producing anim al.B . Why Significant The guidelines provides a  feasib le alterantive m eans o f dem onstrating safety for approval for th ese com plex products that are not am endable to the standard criteia.C . Regulatory Impact Analysis N ot required....... .................................. .D . Need: To allow  th ese types of products, which have many potential benefits, to be used in food-producing anim als.E . Legal Basis: Section 512 (21 U .S .C . 360b) of the Federal Food, D rug, and Cosm etic AcL• F . Chronology: The notice o f availability is expected to publish O ctober, 1981.  G . Covered by Regulatory Flexibility A c t N o...................... . . . . ._________________. .. .._____. .. .. .. .. . .Carcinogenic C on stituen ts in Food and Color A . Description: This proposed policy statem ent would describe a  policy for Additives. assessin g the safety of food and color additives that contain carcinogenicconstituents.B . Shy Significant There is public interest in*the u se o f risk assessm ent for evaluating carcinogenic constituents in th ese additives.C . Regulatory Impact Analysis: Not required...... ........................................................... .........................D . Need: To clarify agency policy on carcinogenic constituents in food and color additives.

Howard Pippin, G uidelines arid Com pliance R esearch Branch (HJFF-312), Bureau of Foods, Food and Drug Adm inistration, 200 C  Street, S .W ., W ashington, D .C . 20204,202-245-3092. „

A dele D ennis, G R A S  Review  Branch (H FF-335), Bureau of Foods, Food and Drug Adm inistration, 200 C  Street, S .W ., W ashington, D .C . 20204, 202-472-4750.

F . Leo Kauffm an, Plant & Protein Technology (H FF-214), Bureau of Foods, Food and Drug Adm inistration, 200 C  Street, S .W ., W ashington, D .C . 20204, 202-245-1164.

Carl G iannetta. Petitions Control Branch (H FF-334), Bureau o f Foods, Food and Drug Adm inistration, 200 C  Street, S .W ., W ashington, D .C . 20204, 202-472-5690.

Alien Forbes, A ssociate Director for Nutrition and Food S cien ce s (H FF-200), Bureau o f Foods, Food and Drug Adm inistration, 200 C  Street, S .W ., W ashington, D .C . 20204, 202-245-1561.

Marytyn Cordte, Food Anim al Additive S ta ff, (H FF-350), Bureau o f Foods, Food and Drug Adm inistration, 200 C  Street, S .W ., W ashington, D .C . 20204, 202-755-1120.

Teri Troxell, Petitions Control Branch (H FF-334), Bureau o f Foods, Food and Drug Adm inistration, 200 C  Street, S .W ., W ashington, D .C . 20204, 202-472-5690.
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Food and Drug Administration—Significant Regulations \Title Sum mary Contact

Prosthetic Ffeer for Im plantation into the Human Scalp ; Banning.

User Labeling of M enstrual Tam pons..

Premarfcet Approval Procedural Regulation___

C lassification of Preenactm ent D ev ices.

Recom m endations for State and Local Agen­cie s Concerning A ccidental Radioactive Con­tam ination of Human Food and Anim al Feed s.

E . Legal Basis: Section s 201(s), 201(t), 402, 409, 701, 706, 52 Stat. 1046-1047, a s am ended; 72 S ta t. 1784-1788, a s am ended (21 U .S .C . 321(s), 321(t), 342, 348, 371, 376) of the Federal Food, Drug, and Cosm etic A ct.F . Chronology: The proposed policy statem ent is expected to publish during the 3rd quarter (A pril-June, 1981).G . Covered by Regulatory Flexibility A c t Y e s . _______ ____:  ______________________A . D escrip tion 's  proposed regulation would ban all prosthetic fibers intended for im plantation into the human scalp  to conceal baldness.B . Why Significant There is public health danger resulting from the side e ffects associated with the prosthetic fibers.C . Regulatory Impact Analysis: Threshold assessm ent underway.............. .........________. . .D . Need: To protect the public from dangerous side e ffects follow ing im plantation of prosthetic fibers.E . Legal Basis: 21 U .S .C . 352(r), 3601, 360h, 360i, 371(a)______ _____________ ____________F . Chronology: The proposed regulation is expected to publish Septem ber, 1 9 8 1 ....G . Covered by Regulatory Flexibility A c t FD A will consider the need for an initial regulatory flexibility analysis.. A . Description: This final regulation would establish labeling requirem ents for m enstrual tam pons about the dangers o f toxic shock syndrom e (TSS) a  rare, but som etim es fatal, d isease that affe cts m enstruating women.B . Why Significant The regulation would provide women with inform ation on the risks o f T S S .C . Regulatory impact Analysis: Threshold assessm ent planned________________________ _D . Need: To inform consum ers o f the risk o f T S S , a  serious and som etim es fatal d isease.E . Legal Basis: 21 U .S .C . 321 (n), 352 3 7 1 ( a ) ..............™ ................... ............ .............F . Chronology: The proposed regulation w as published O ctober 21, 1980 (45 FR  69840). The com m ent period closed Novem ber 20, 1980. The final regulation is expected to publish O ctober, 1981.G . Covered by Regulatory Flexibility A c t N o_______ ._______ _________________ __________________A . Description: This final regulation would set our procedures for subm ission of prem arket approval applications (PM As), including safety and effectiven ess requirem ents for aN C lass HI m edical devices.B . Why Significant: The regulation would inform the public o f the requirem ents to obtain FD A approval of C lass III devices. It will shorten FD A  review tim e U m anufacturers know in advance what m ust be included in a  PM A.C . Regulatory Impact Analysis: Threshold assessm ent underway............... ...................D . Need: To implement section 515 of the M edical D evice Am endm ents o f 1 9 7 6 ...E . Legal Basis: 21 U .S .C . 351, 352, 353, 360, 360c-360j, 371(e), 373, 37 4 , 375, 379, 381.F . Chronology: The proposed regulation w as published Decem ber 12. 1980 (45 FR  84769). The com m ent period clo ses April 13, 1981. The final regulation is expected to publish A ugust, 1981.G . Covered by Regulatory Flexibility Act: N o____________________________________ _____________A . Description: These regulations classify all m edical d evices m arketed prior to M ay 28, 1976 into three regulatory control categories. The classification s are based on the recom m endations o f eight expert advisory panels.B . Why Significant The classification regulations determ ine the regulatory con­trols to ensure the safety and effectiven ess of m edical d evices. The classifica­tion regulations advise m anufacturers w hether their devices are subject to general controls, perform ance standards, or prem arket approval.C . Regulatory Impact Analysis: Not required___ __________________________________________ . . .D . Need: To implem ent sections 513 (c) and (d) o f the M edical D evice Am endm ents of 1976.E . Legal Basis: 21 U .S .C . 360c and 371(a).......... .............................................................................F . Chronology: Final regulations published; N eurological D evices, Septem ber 4 , 1979 (44 FR  51728); Cardiovascular, February 5 , 1980 (45 FR  7904); O B/ G Y N , February 26, 1980 (45 F R  12682); H em atology/Pathotogy, Septem ber 12, 1980 (45 F R  60576); G eneral H ospital, O ctober 21, 1980 (45 FR  69678. Proposed regulations published; Physical M edicine, A ugust 28, 1979 (44 FR  50458), com m ent period closed O ctober 29, 1979; A nesthesiology, Novem ber 2 ,1 9 7 9  (44 FR  83292), com m ent period closed January 2 ,1 9 8 0 ; Microbiology/ Imm unology, april 22, 1980 (45 FR  27204), com m ent period clo sed  Ju n e  23, 1980; D ental, D ecem ber 3 0 ,1 9 8 0  (45 FR 85962), com m ent period closed April 1, 1981; Gastroenterotogy/Urotogy, January 23, 1981 (46 FR  7562), com m ent period closed M arch 24, 1981. Expected publication dates o f final regulations are; Physical M edicine, M ay 1981; A nesthesiology, M ay 1981; M icrobiology/ Imm unology, August 1981; Gastroenterology/Urology, O ctober 1981; D ental, O ctober 1981. Proposals not yet published and expected publication dates: C linical Chem istry/Toxicotogy, M ay 1981; Ear, N ose, and T hroat M ay 1981; O phthalm ic, M ay 1981; Radiology, Ju n e  1981; G eneral and Piasfic Surgery, Ju ly  1981; O rthopedic, Septem ber 1981.G . Covered by Regulatory Flexibility A c t N o_____ _______________ ________________________ ____A . Description: T hese recom m endations would co n sist o f Protective Action G uides (PA G s), defined a s the projected radiological dose equivalent or d ose com m itm ent to individuals in the general population that warrants protective action follow ing a release of radioactive m aterial. The Departm ent o f H ealth and Human Services w as assigned agency responsibility for this task in the Fe d e r a l  R e g is t e r  o f Decem ber 24, 1975 (40 FR  59494) by the Federal Preparedness A gency, G eneral Services Adm inistration. Within H H S, this function has been delegated to the Com m issioner o f Food and D rugs.B . Why Significant Provides guidance follow ing radiological incidents, including nuclear power plant accidents.C . Regulatory Impact Analysis: N ot required_________. . . . __ __________ . . . _____________________D . Need: To develop necessary guidance under responsibility assign ed by Federal Preparedness A gency.E . Legal Basis: Federal Preparedness A gency N otice in 40 FR  59494 and Public H ealth Service A ct, 42 U .S .C . 2 4 1 ,242o, 243.

Pam ela W oyfowic2  (H FK-114), Bureau o f M edical Devices, Food and Drug Adm inistration, 8758 Georgia Avenue, Silver Spring, MD 20910, 301-427-7218..

Jo se p h  Sheehan (H FK-70), Bureau o f M edical Devices, Food and Drug Adm inistration, 8757 Georgia Avenue, Sliver Spring, MD 20910, 301-427-7114.

Henry G oldstein (H FK-402), Bureau o f M edical Devices, Food and Drug Adm inistration, 8767 Georgia Avenue, Silver Sp rin g MD 20910, 301-427-7445.

Robert S . Kennedy (H FK-400), Bureau of M edical Devices, Food and Drug Adm inistration, 8757 Georgia Avenue, Silver Spring, MD 20910, 301-427-7230.

G all Schm idt, im m ediate O ffice  o f the Bureau Director (H FX-1), Bureau o f Radiological H ealth, Food and Drug Adm inistration, 5600 Fishers Lane, Rockville, MD 20857, 301-443-2850.
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Recom m endations for National Standards for M edical Radiation Technologists.

Notice o f Availability of Draft Recom m enda­tions on the U se of Potassium  Iodide a s  a  Thyroid Blocking Agent in a  Radiation Em er­gency.

Notice of Availability of Draft Report on R efer­ral Criteria for C h est X-R ay Exam inations.

Medicated Feed Task Force Implementation

Animal Drugs for Minor Species.

F . Chronology: Proposed recom m endations were published D ecem ber 15, 1976 (43 FR  56790). Com m ent period clo sed  on February 13, 1979. The final recom m endations are expected to publish Septem ber, 1981.G . Covered by Regulatory Flexibility A c t N o................. .. .. ................ ..................................... ......... ...A . Description: These proposed recom m endations would establish recom m ended qualifications for m edical radiation technologists. The N otice o f Intent solicited professional and public input about existing practices o f credentialing, the need for uniform national standards, and possible approaches for ensuring that all m edical radiation technologists dem onstrate a  certain level o f com petence in conducting m edical radiation exam inations.B . Why Significant The issue concerns a m atter on which there is substantial public interest a s evidenced by the m ore than 600 com m ent letters received on the N otice o f Intent.C . Regulatory Impact Analysis: N ot re q u ire d ....._____ ... ...... ............................................................D . Need: M edical radiation technologists exercise considerable influence over patient exposure during radiological procedures, and their qualifications are essential for producing quality diagnostic im ages and therapeutic applications.E . Legal Basis: Public Health Service A ct, 42 U .S .C . 241, 2 6 3 d ......_______ _____________F . Chronology: N otice o f Intent published on M arch 13,1 9 7 9  (44 FR  14637). The com m ent period closed on Ju ly  11, 1979. The proposed recom m endations are expected to publish Septem ber, 1981.G . Covered by Regulatory Flexibility A c t N o..................................... ..................... ..............................A . Description: This notice announces the availability o f, and solicits com m ents on , draft proposed recom m endations on the use o f potassium  iodide (Kl) a s a  thyroid blocking agent in a  radiation em ergency. In Decem ber 1978, FD A solicited new drug applications (NDA's) from pharm aceutical m anufacturers for producing Kl in oral dosage form s. A s a  result, this thyroid-blocking agent is presently available for com m ercial distribution in both tablet and solution form . The proposed guidance, accom plishes the follow ing: (1) identifies levels of radiation exposure from a  radiation accident that would warrant the u se of Kl; (2) reiterates specific dosage levels for adults and children and the period of adm inistration contained in the NDA; (3) recom m ends that S ta te  and local authorities establish a  system  for dissem ination o f public inform ation on the proper u se o f Kl and the reporting o f side effe cts from the drug; and (4) recom m ends that the public be advised on how to obtain m edical assistan ce in the event o f an adverse reaction to the drug.B . Why Significant The proposed recom m endations serve a s  provisional Federal guidance for State and local health officials and the nuclear industry to u se should a  serious nuclear accident occur.C . Regulatory Impact Analysis: N ot required______________. .. .______ . .. .. ..__________ _______ ....D . Need: To develop guidance under responsibility assign ed by d ie  Federal Em ergency M anagem ent A gency.E . Legal Basis: The Departm ent o f H ealth and Hum an Services responsibilities under the term s of the “ National Em ergency Preparedness/Response Plan for Com m ercial N uclear Power Plant A ccidents,”  issued by the Federal Em ergency M anagem ent A gency on O ctober 2 2 ,1 9 8 0  (45 FR  69904).F . Chronology: The notice o f a v a ila b ly  is expected to publish M ay, 1961___ _______G . Covered by the Regulatory Flexibility A c t N o ............. ............. .. .. .. .. . .._______ .__________ _A . Description: This notice announces the availability o f, and solicits com m ents on , a  draft report developed by a  panel o f physicians on the utility o f selected  ch est x-ray screening procedures. The draft report w as developed under procedures which follow  recom m endations o f the National Conference on Referral Criteria for X-ray Exam inations (1978). FD A , under this program , a cts a s  a  facilitator by providing logistical support to sm all panels o f clinical and scientific experts, convened by outside contractors. The panels a sse ss the literature and, if possible, form ulate draft referral criteria. T hese drafts then undergo extensive review and, if necessary, clinical trials prior to w idespread determ ination o f final criteria. The notice describes this developm ent process.B . Why Significant This notice describes the process whereby FD A a c ts  a s  a  facilitator in the developm ent of radiologic referral criteria.C . Regulatory Impact Analysis: Not required.............. ...................................;______ _____________ _D . Need: To allow  public review of the draft report and the process by which it w as developed.E . Legal Basis: Public H ealth Service A ct, 42 U .S .C . 241, 242, 243....... ..................... . .. ..F . Chronology: The notice o f availability is expected to publish M ay, 1 9 8 1 .........___ _G . Covered by the Regulatory Flexibility A c t N o ......................... .................................1 .......... ... .A . Description: This final regulation would revise the existing regulations to provide revised criteria for the need o f an approved m edicated feed  application for the m anufacture of m edicated feed s.B . Why Significant This regulation would m aterially change the current require­m ents for approval for the u se of drugs in the m anufacture o f m edicated feed s.C . Regulatory Impact Analysis: Not required______ _____________ ____________ ____ _____D . Need: The regulation would establish sound and consistent criteria for approval of m edicated feed applications.E . Legal Basis: S e c s . 512, 701(a), 52 S ta t 1055, 82 S ta t 343-351 (21 U .S .C . 360b, 371(a)).F . Chronology: The proposed regulation w as published on Jan u ary 9 , 1981 (46 FR  2458). Although FD A does not expect to publish a  final regulation by O ctober 31, 1981, the A gency is including this regulation in this agenda b ecau se it represents a  review o f existing regulations under section 5(a)(3) o f E .0 .12291.G . Covered by Regulatory Flexibility A c t N o ........___ _____ ... .. .. .. . .. .. .. .. . ._________ _______ __A . Description: This final regulation would define the safety and effectiven ess data collection requirem ents for approval o f new anim al drug applications for u se o f a  drug in a minor sp ecies or for the u se o f a  drug in a  m ajor sp ecies for treatm ent o f a  rare or frequently occurring d isease.B . Why Significant To assure the availability o f new anim al drugs for u se ig  minor sp ecies or a  minor u se in a  m ajor sp ecies.C . Regulatory Impact Analysis: N ot required......^ - . - - 1 . - ^ - . ......:i:. i

C harles Froom , Standards and Regulations Branch (H FX- 460), Bureau o f Radiological H ealth, Food and Drug Adm inistration, 5600 Fishers Lane, R ockville, MD 20857, 301-443-3426.

Bernard Shlein , O ffice o f H ealth A ffairs, 8ureau o f Radio­logical H ealth (H FX-4), Food and Drug Adm inistration, 5600 Fishers Lane, Rockville, M D 20857, 301-443-6220.

Robert Phillips, Standards and Regulations Branch (H FX- 460), Bureau o f Radiological H ealth, Food and Drug Adm inistration, 5600 Fishers Lane, Rockville, MD 20857, 301-443-3426.

G eorge G raber, Division of Anim al Feed s (H FV-220), Bureau of Veterinary M edicine, Food and Drug Adminis­tration, 5600 Fishers la n e , R ockville, MD 20857, 3 0 1 - 443-4438.

Thom as V . R aines (H FV-109), Division o f Drugs for Avain S p ecie s, Bureau o f Veterinary M edicine, Food and Drug Adm inistration, 5600 Fishers Lane, R ockville, MD 20857, 301-443-4913.
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Food and Drug Administration—Significant RegulationsTitle Sum mary C ontact
0 . N eed: B ecause o f little econom ic incentive to drug m anufacturers, under current criteria few drugs have been approved for use in minor sp e cie s..E . Legal Basis: Sections 512, 701(a), 52 S ta t 1055, 82 S ta t. 343-351 (21 U .S .C . 360b, 371(a)).F . Chronology: The proposed regulation w as published on Ju ly  20, 1979 (44 FR 42714). The com m ent period closed on O ctober 19, 1979. The final regulation is expected to publish Septem ber, 1981.G . Covered by Regulatory Flexibility A c t N o_______ ___________ ___ ________ .................. ......... .....Approval of Supplem ental New Anim al Drug A . Description: This final regulation would set forth conditions under which a  newApplications. anim al drug application m ay be approved without com plete réévaluation o f allsafety and effectiven ess data in the parent application.B . Why Significant: The regulation would constitute a  change m agency policy regarding such approval.C . Regulatory Impact Analysis: Not required_____________________________ ____________________D . Need: The regulation will speed up approval of certain supplem ental applica­tions, including those improving safety and effectiven ess of the drug.E . Legal Basis: Section s 512, 701(a), 52 S ta t. 1055, 82 S ta t. 343-351 (21 U .S .C . 360b, 371(a)).F . Chronology: N otice df intent w as published on Novem ber 12, 1976 (41 FR 50003) and the proposed regulation w as published on D ecem ber 23, 1977 (42 FR 64367). The- com m ent period closed on M arch 23, 1978. The final regulation is expected to publish Septem ber, 1981.G . Covered by Regulatory Flexibility Act: N o........................... ....... ...................... ...... . . . . . . . . . . .........Chem ical Com pounds in Food-Producing Ani- A . Description: This guideline describes the criteria the agency will use to a sse ssm ais; Availability of New Threshold A ssess- the carcinogenic potential o f anim al drug residues in hum an food.m ent Criteria for G uideline. B . Why Significant: The guideling replaces a  previously published thresholdassessm ent guideline which would have required virtually all candidate anim al drugs to be tested for carcinogenic potential. The new guideline would refine the screening procedures and would reduce the number of candidate drugs requiring such testing.C . Regulatory Impact Analysis: Not required. ......................... ................. . ............. ............ .D . Need: The guideline will provide a written standard for m aking an important human food safety decision that arises with each  anim al drug. H witl help petition reviewers m ake consistent decisions and will inform the regutatd industry a s to how th ese decisions are m ade.E . Legal Basis: Sections 512, 701(a), 52 S tat. 343-351 (21 U .S .C . 360b, 371 (a))....F . Chronology: An original threshold assessm ent procedure'w as published in the pream ble of the M arch 20, 1979 Proposal entitled "Chem ical Com pounds in Food-Producing Anim als.”  (44 FR  17070) (comm only referred to a s  “Sensitivity of M ethod" (SOM )). The guideline is expected to publish M ay, 1981.G . Covered by Regulatory Flexibility Act: N o .......................................................................... ............National Environmental Policy A ct, Policies and A . Description: This final regulation would am end agency requirem ents forProcedures. com pliance with the National Environm ental Policy A ct to com ply with theCouncil on Environm ental Quality’s  regulations (40 C F R  1500-1508).B . Why Significant: The regulation would change the environm ental docum ents and procedures follow ed for environm ental review o f action s proposed by or requested by the agency.C . Regulatory Impact Analysis: N ot required..................... .............. ............................. ...................... „D . Need: Council on Environm ental Quality regulations require consistent imple­m entation of N EPA am ong all Federal agen cies.E . Legal Basis: Section 701, 52 S ta t. 1055-1056 (21 U .S .C . 371); Section 102<2KC), 83 S ta t 853 (42 U .S .C . 4332); 40 C FR  1500-1508; E .O . 11514, 11991 and 12114.v F . Chronology: The proposed regulation w as published on Decem ber 11, 1979(44 FR 717452). The com m ent period clo sed  M arch 12, 1980. The final regulation is expected to publish Septem ber, 1981.6  Covered by Regulatory Flexibility Act: N o................i__________________________________ :______

Joh n  R . M arkus, C hief Chem ist, Scien tific Evaluation (HFV- 104), Bureau of Veterinary M edicine, Food and Drug Adm inistration, 5600 Fishers Lane, Rockville, MD 20857, 301-443-4313.

Jo sep h  A . Settep an i, A cting A ssociate Director for Human Food Safety (H FV-300), Bureau of Veterinary M edicine, Food and Drug Adm inistration, 5600 Fishers Lane, Rock- ville, MD 20857, 301-443-4500.

Jo h n  M atheson, A cting C h ief, Environm ental Impact Staff, (H FV-300), Bureau of Veterinary M edicine, Food and Drug Adm inistration, 5600 Fishers Lane, RockviHe, MD 20857, 301-443-4500.
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