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DEPARTMENT OF HEALTH AND 
HUMAN SEHVlCES 

Food 8nd Drug Admlnlrtr8t:on 

21 CFR hrt 178 

I Dockrt No. W-0111 I 

Indlmct Food A d d l W r  Adjuvants, 
Production AI& 8nd S ln l tkm 

AQENCY: Food and Drug Administratioit. 
ACTION Final rule. 

SUMMARY: The Food and Drug 
Administration (FDA) is amending the 
food additive regulations to permit the 
use of hydrogen peroxide solution to 
sterilize ethylene-acrylic acid copolymer 
food-contact surfaces. This action 
responds to a petition filed b j  the Dow 
Chemical Co. 
DAmS Effective December 23.1988; 
objections by January 22,1987. 
ADDRE= Written objections to the 
Dockets Management Branch (KFA- 
30s). Food and Drug Administration, Rm. 
4-62. 5600 Fishers Lane. Rockville, MD 
20857. 
FOR N R l N C R  IMFORYATlON CONTACT: 
Leonard C Cosule, Center for Food 
Safety and Applied Nutrition [HFF-NS). 
Food and Drug Administration. 200 C 
Street SW.. Washington. DC 20204.202- 
4723690. 
8UW.EYtWTARY IWOMIATlOtc  tn a 
notice published in the Federal Register 
of May 7,1888 (51 FR 18896). FDA 
announced that a petition (FAP 6B3928) 
had been filed by the Dow Chemical 
Co.. hfidland. MI 48874, proposing that 
0 ~ i a ~ ~  Hvdmffen pemvkir rohtion 
(21 CFR 178.1005) be amended to 
provide for the safe use of hydrogen 
peroxide solution to aterilize food- 
contact surfaces prepared from 
ethylene-acrylic acid copolymers 
complying with 0 177.1310 (n CFR 
177.1310). 

FDA has evaluated data In the 
petition and other relevant material. The 
agency concludes that the proposed use 
of the food additive is rafe. and that the 
regulations should be amended as ret 
forth below. 

In accordance with 3 ~n.r(h) (21 CFR 
171.l[h)). the petition and the documents 
that FDA considered and relied upon in 
reaching its decision to approve the 
petition are available for inapection at 
the Center for Food Safety and Applied 
Nutrition (address above) by 
appointment with the information 
contact person Iirted above. A i  
provided in 21 CFR ln.t(h). the apncy  
will delete from the documentr any 
materials that are not available For 

- 

public &dosure  before making the 
docummb available for Inapection. 

The agency has carefully considered 
the potential environmental effects of 
this action and has concluded that the 
action will not have a sipificant impact 
on the human environment and that an 
environmental impact statement is not 
required. The agency’r finding of no 
significant impact and the evidence 
supporting h a t  finding, contained in an 
environmental rsaersment. may be seen 
in the Docketa Management Branch 
(oddms  above) between 9 a.m. and 4 
p.m., Monday through Friday. This 
action was considered under FDA’s final 
rule implementing the National 
Environmental Policy Act [a CFR Part 
25). 

Any person who will be adversely 
affected by this regulation may at any 
lime on or before January U.1987. file 
with the Docketr Management Branch 
(address above] written objections 
thereto. Each objection shall be 
separately n u m b e d ,  and each 
numbered objection shall rpecify with 
particularity the provisions of the 
regulation to which objection i s  made 
and the grounds for the objection. Each 
numbered objection on which a hearing 
is requested shall specifically so state. 
Failure to request a hearing for any 
particular objection shall constitute a 
waiver of the right to a hearing on that 
objectlop Each n u m b e d  objection for 
which a hearing Ir rsgueated shall 
iicludc 8 detailed description and 
anal- of the rpedfic factual 
information intended to be presented in 
support of the objection in the cvmt that 
a hearing is held. Failure to include ruch 
a description and enalyair for any 
particular objection rhall constitute a 
waiver of the right to a hearing on the 
objection. Three copier of all doaunentr 
shall be rubmitted and rW be 
identified with the docket number found 
in bracket8 in the heading of thir 
document. Any objections n c e i d  in 
responae to the regulation may be seen 
in the Dodrets Management Branch 
between 0 a.m. and 4 pmm, Monday 
through Mday. 
Ust of Subjectr h CFR Part 

Food additives Food packaging. 
Therefore. under the Federal Food. 

Drug. and Cosmetic Act and under 
authority delqated to the Commiaaioner 
of Food and lhp and delegated to 
the Dirtctor of the Center for Food 
Safety and Applied Nutririon Put 178 is 
amended a8 follows 

PART 176-lNDIRECT FOOD 
ADDITIVES: ADJUVANTS, 
PRODUCTlON AIDS, AND SANITIZERS 
I. The authority citation for 21 CFR 

Part 178 continuea to read aa follows: 

AuthorlM Seo. 201(s), 4W. 72 Stat. 1784- 
1788 aa amended (21 USC. 521(4. 3481: 21 
CFR 3.113 and 3.81. 

[e)[l) to read aa follows: 

0 178..1005 t4yd-n prroxldo ~lutlon, 

(e] Conditions of use. (1) Hydrogen 
peroxide solution identified in and 
complying with the specification in this 
section may be used by itself or in 
combination with other processes to 
tree t food-contact surfaces prepared 
from ethylene-acrylic acid copolymers 
complying with $177.1310 of this 
chapter. ionomerlc resina complyiw 
with 5177.1330 of this chapter, 
ethylene-methyl acrylate copolymer 
resina complying with 4 177.1340 of this 
chapter, ethylene-vinyl aceta ts 
copolymers complying with i 177.1350 of 
this chapter. olefin polymen complying 
with (jl77.1520 of this chapter. 
polyethylene terephthalate polymers 
complying with I 177.1830 of this 
chapter (excluding polymers described 
in 5 l77.183O(c)). and polystyrene and 
rubber-modifled polyatyrane polymers 
complying with 3 1n.lM to attain 
commercial sterility at least equivalent 
to that attainable by themal processing 
for metal containen as provided for in 
Part 113 of thL chapter. 

2. In $ 1781005 by revising paragraph 

8 h * * *  

. * . * .  
Dated December 1f.lSaa 

Richard J. R o d .  
.4rhn,e Director, CenterforkwdSofety ond 
Applied Nutrition. 
IFR DOC. af~-Z87l7 Filed 12-22-W 6:45 nml 
~ c o o I 4 ~ l - M  

DEPARTMENT OF THE INTERIOR 

Mlnenk MMug.nnnt SINlln 

90 C m  PU’b 210 8nd 216 

Royalty M8-C FOm8 8rtd 
Report8 

AQLNCY: Minerals Management Service 
(hMS], Interior. 
ACTION mal Nle. 
8UWYAIIY: The Mlnenh Management 
Service (?vSMS) ir amendi 
Parts 210 and ne to add s e n n c e s  to 
three informational handbookr. Mesa  

So CFR 
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handbooks provide royalty payon or 
production reporten on Federal and 
Indian leases with specific guidelines on 
how to prepare and submit required 
forms and reports to h(MS 
L m E T M  D A T E  December 23.1988. 
ADDRESS Handbooks may be obtained 
from: Dennis C Whitcomb, Chief, Rules 
and hocedures Branch. hlinerals 
Management Sewice. P.O. Box 25165, 
MS 628, Denver Federal Center, Denver. 
Colorado 8022% 

Dennis Whitcomb. (303) 2314132. 

1. Daraiption of Handbooks 

references to three informational 
handbooks that pmvide specific 
guidance to payon or reporters on how 
to prepare and submit reports or forms 
required by MMS to meet 
congressionally mandated accounting 
irnd audit responsibilities relating to 
Federal snd Indian mineral royalty 
management. 

Subpart M i l  and Cas, General. to 
reference an Auditing and Financial 
Sjstem ( A B )  Oil and Gas Pajar 
Ifandbook and a Pruduction AccountiKq 
and Auditing System (PAAS) Reporter 
Handbook which are available fmm 
XhiS The AFS Oil and Cas Payor 
liandbook conaiats of two volumes and 
is distributed to all oil and gas lease 
payon. Volume I contains an oven-iew 
of the AFS reporting structure and 
detailed instructions for completing a 
required Payor haformation Form MhlS- 

Volume I1 contains detailed 
instructions. by transaction code. on 
how to complete a required Report of 
Sales and Royalty Remittance Form 
hIhfS-2014. Both volumes of this 
handbook contain numerous examples 
to assist payon in their preparation of 
the two required AFS forms. 

consists of four volumes and i s  
distributed to reporters who are subject 
to production reporting requirements as 
appropriate. The volumes contain 
detailed instructions and examples on 
how to complete various rtquirtd PAAS 
forms and reports. 

A new iection is added to Part na 
Subpart E 4 o l i d  Minerala General. to 
reference an Auditing and Financial 
SjTtenr ( A n )  Solid Alinemls Papr 
Handbook and the PAAS Reporter 
Handbook, deucribed above. The AFS 
Solid Atinemb hjvt  Handbook 
consists of one volume and is 
distributed to all solid minerals lease 
payon. The handbook provides detailed 
instructions for completing a req:iited 

FOR FURTHER IWFORWATKIN CONTACf: 

SUPPLEYfl(TARY INFORMATIOK 

These amendments to 90 CFR add 

A new section is added to Part no. 

The PAAS Reporter Handbad 

Payor Information Form MMs-4030 and 
a required Report of Sales and Royalty 
Remittance Form MMS-4014. The 
handbook containa numerous examples 
to assist solid minerals payon in \heir 
preparation of the required AFS forma 
and reports. 

A new section I$ also added to Part 
ab Subpart A--(;aneral Pmvisiona to 
reference the PAAS Reporter Handbook. 
described above. 

A copy of any of the above referenced 
handbooks will be provided to 
intereated persons upon request. If a 
handbook is desired. contact Dennis 
Whitcomb at the address shown in the 
“AWRSSS” section of this preamble. 
Only one copy of any individual 
handbook will be provided to a 
requestor. 
11. emcsdd Mattetan 
Administmtive hocedunr Act 
The changes included in this 

rulemaking are additions to reference 
supplemental information available 
from MhfS and not substantive changes. 
Accordingly, pursuant to 5 U.SC W b ) ,  
it has been determined that it i s  
unnecessary to issue proposed 
regulations before the issuance of this 
final regulation. For the same reason. it 
has been determined that in accordance 
with S U.SC 553 d), there is good cause 
to make this 
publication i n y e  Weml Register. 
Ewcutim Order 12291 and Regulaton. 
Flexibilify Act 

Because the amendments merely 
reference supplemental information 
available from MMS, the Department of 
the Interior ha8 determined that this 
document ia not a major rule under EO. 
12291 and certiRn that this document 
will not have a significant economic 
effect on a subtantial number of small 
entities under the Regulatory Flexibility 
Act (5 U . S C  Kll et seq.). 

F+pmv& Reduction Act of 1980 

\ ation effective upon 

The information collection 
requimmentr contained in the t h m  
tiandbooks have been approved by the 
Office of Management and Budget under 
M U.S.C W ( h )  and assigned clearance 
numbers 101- 0033. oo1o,oo83. and 
006(. 

National Snvirwcmantal W i c y  Act of 
1969 

The Department of the Interior has 
detennined that this action does not 
constitute a major Federal action 
significantly affecting the quality of the 
human environment. Therefore. an 
envfmnmental impact rtatement is not 
required under the National 

Environments\ Po\icy Act of ’1969 142 
U.S.C 4332(21(C)]. 
List of Subjscb 
so m port 210 

Continental ahelf, Geothermal energy. 
Government contract* Mineral 
royalties. 011 and gar exploration. Public 
landa-mineral resources. Reporting and 
recordkeeping requirements. 
SOCFRhrt216 

Reporting and recodkeeping 
requirements. Oil and gas. Solid 
minerals. 

1. stwall Gr i la  
Assistant Secretary-Land and A finernls 
Atamgement. 

preamble, SO CFR Parts 210 and 216 arc 
amended as follows: 
SUBCHAPTER A-ROYALTY 
YANAQEWEHT 

PART210--fAMEND€Dl 

1. The authority citation for Par\ 210 is 
r e v i d  to read a s  followa: 

AulboritJ: 25 U.SC S O  et $9.: 25 1’S.C. 
398. et rev.: 25 U.SC 21M et seq.: 30 U.S C. 
~ f n  C( seq~ So U.S.C 9s1 et sep.: 30 USC. 
10Dl et seq: So U.SC 1;01 ct sep.: a U S  C. 
1501 c(mU U.SC 1331 ~(trp.: and U 
U.SC 1m et ng. 

5 21QW 1R.dnlgnrW h r n  i 21Q.531 

2 Section 210.53 i s  redesignated ns 
5 =ax. 

& A new aa53 is added to Subpart 

Mineral production, Mineral royalties. 

Date& November a 1- 

For the reasons set out in the 

B to read aa follows: 
42tO.n R8pomQclrbuCHon* 

prepam and submit required information 
collection reports and forms to MMS is 
contained in an Auditiw and Financial 
System ( A B ]  Oil and Gas Payor 
Handbook and a Pruduction Accounting 
and Auditing System (PAAS) Rewrter 
Handbook which are available fmm: 
htinerals Management Service. 
Attention: Lessee [or Reporter) Contact 
Branch, P.O. Box 5180, TA, Denver. 
Colorado #)217. 

(b] Royalty ayora or production 
reporten rhoupd refer to these 
handbookr for rpacific guidance with 
respect to oil and gas reporting 
requirements. If additional information 
is roguind. the payor or reporter should 
contact theMMS Lessee Contact Branch 
with respect to royalty reporting, or the 
MAG Reporter Contact Branch with 
reaped to production reporting at the 
above addrear. The appropriate 

[a) Specific guidance on how to 

F4 maFMT...[l &SO]A-15-86 
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telephone numbera are listed in the 
handbooks 

E to read as follows: 

#I10204 R-lnrtnntknr 

prepare and submit reguimi infonnation 
collection reports and forms to MMS i s  
contained in an Auditing andRicancial 
System (Am) Solid Afimmls Payor 
€fundhook and a Production Accounting 
and Auditiw System (PAAS) Reporter 
Handbook which are available from: 
Minerals Management Service. 
Attention: Lessee (or Reporter] Contact 
Branch, P.O. Box 5760, TA. Denver. 
Colorado 80217. 

[b) Royalty payon or production 
reporters should refer to these 
handbooks for specific guidance with 
respect to solid minerals reporting 
requirements. If additional information 
is required. the payor or reporter should 
contact the hfh4S Lessee Contact Branch 
with respect to royalty reporting, or the 
MMS Reporter Contact Branch with 
respect to production reporting at the 
above address. The appropriate 
telephone numbers are listed in the 
handbooks. 

PART 216--[AMENDEDl 
1. The authority citation for Part 216 is 

revised to read as follows 
A-ZS U S C  met- 2S U.SC 

39&1 r( seq: zf U.S.C et sq: So U.S.C 
111 e( seq: 3O U S C  351 ef srg,' 30 u.sc 
1001 er srtp 30 U.S.C. 17Ql et sep.: 43 U.S.C. 
ljo1 et se~; a U.S.C 1331 et q.: and 43 
u.sc lrn et scq. 

A to read as follows: 

5216.1s A . p o r t l n g k t r ~  

prepare and submit required information 
collection reports and forms to MMS is 
contained in a Pmdmtion Accounting 
and Auditiw as temlPMS)  Reporter 
Handhook, which is available from: 
Minerals Management Service, 
Attention: Reporter Contact Branch. P.O. 
Box 1nlQ Denver. Colorado 80217. 

(b) M u c t i o n  reporten should refer 
to this handbook for spedRc guidance 
with respect to production reporting 
requirementa. If additional information 
i s  required, the reporter should contact 
the MMS Reporter Contact Branch at the 
above a d h a s .  The telephone number is 
listed in the handbook. 
IFR Doc -Flied 1- am1 

4. A new 8 n0.m is added to Subpart 

[a) Specific guidance on how to 

2 A new 4 n6.15 is added to Subpart 

[a] Specific guidance on how to 

*uIIQco#u- 

PAUAWA CANAL CQMYISSIQN 

35 CFR Part 103 

General hovlslons Gowmlng Vessels 
AQEWCY: Panama Canal Commission. 
ACTKWP Final d e .  
SUWMARR The Panama Canal 
Commission is today adopting an 
interim final rule amending 95 CFR 
103.8, concerning preference in transit 
schedulinga and order of transiting 
vessels. These changes take into 
account the agency's experience with 
the Panama Canal Transit Booking 
System over the preceding three years 
and the needs of the shipping 
community. 

Mr. Michael Rhode. It.. Secretary. 
Panama Canal Commission. telephone: 
(202) 634-8441, or h4r. John L Haines. Ir., 
General Counsel. telephone in Balboa 
Heights. Republic of Panama, 011507- 
51-751 1. 
S U W ~ ~ I E N T A R Y  ~WORMATIOIC On July 
30.1986. an interim rule was published 
in the Federal Register (51 FR 27l711 
setting forth several changes ta the 
booking system regulations based on 
numerous requests fmm Canal users 
that the Canal Cammiasion revise the 
arrival time mquimments In the prior 
rules. The revlsionr take into account 
the need to better serve our customers. 
without a d w e b  affecting Canal 
operations. Intmted parties were 
&en the opportunity to submit written 
comments by August 29.1986. During 
that time period. the agency received a 
siwle comment relating to the decision 
to clarify the term force majeure by 
rephrasing the grounds to be considered 
in waiving (t forfeiture of the booking 
fee. The writer expressrd a preference 
tor 'he t ennfo ramjeure  as a generally 
a m  red msrine term. Since. however. 
the c R ange was initiated in response to 
customer confusion with the term. the 
Conus\ssion belie- that clarification 
better setrves Canal uscm 

Following i s  a rumm;wy of how the 
rules published today modify the rules 
which have been in effect concerning 
preference in the transit nchedule and 
order of transiting vessels: 

The Commisaion's regulations. in 
103,8[f)[l), require that booked vessels 

which are subject to transit restrictions 
arrive at a terminus of the Canal by 
midnight (2100 hamr) of the day prior to 
the Intended tmtdt. Booked vessels 
whlch are not mbject to transit 
restrictions must urlva prior to noon of 
the day of the Intended transit. This 
section is m v i d  to dlow both classes 
of vesrels to amhe at a Canal terminus 

FOR WRlMER IWORU&TION CONTACT: 

one hour later. Under this revision. 
restricted vessels must arrive not later 
than 
and non-restricted vessels must arrive 
no\ later than 1300 of the day of the 
transit. 

In addition to the arrival time 
changas, the agancy has revised the 
rules concerning torteiture of the 
h k i q  fee. The present rules provide 
that a vessel which does not arrive by 
the specified arrival time forfeits the 
bookiq fee unless i ts  arrival has been 
delayed by jbm majeure. As s ta t ed 
above, the term force majeure has 
caused some confusion in the past. and 
accordingly. the grounds for waiving R 
forfeiture have been rephrased. Under 
the revised rule no forfeiture will occur. 
if the vessel's arrival is delayed by a 
natural event of malor proportions. not 
caused by the intervention of man. 
which could not reasonably be predicted 
in advance. Heavy seas are no t 
considerad such a major natural event. 

The amendment concerning the 
arrival times is a de minimis change that 
liberalizes current rules for booked 
vessels. The revision of the force 
majeure rule is not substantive. but is 
intended to clarify the rule. 

The Commission has determined that 
this rule does not constitute a major rule 
within the meaning of Executive Order 
12291 dated February 1:. 1982 (47 FR 
13193). The bases for that determination 
are. first. that the rule, when 
implemented would not have an effect 
on the economy of ST00 million or more 
per year, and secondly. that the rule 
would not result in a major increase in 
costs or prices for consumers. individual 
industriea local governmental agencies 
or geographic regions. Further, the 
agency has determined that 
implementation of the rule will have no 
advene effect on competition. 
employment. investment, productivity. 
innovation or the ability of United 
States-based enterprises to compete 
with fmign-based enterprises in 
domestic or export markets. 

Finally, the Commission has 
determined that this rule is not subject 
to the requirements of sections 603 and 
801 of Title 5. United States Code. in 
that its promulgation will not have a 
significant impact on a substantial 
number of small entities. and the 
Administrator of the Commission so 
certifies pursuant to S U.S.C. W[b). 
Ust of Subjects in 35 CFR Section 103.8 

Panama Canal, Vwsela Booking 
sptem. Navigation (Water). 

hours of the day of the transit. 




