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interim policy. sponsors of such 
approvtd drugs zbay have delayed 
submission of their requests for 
designatioa Further. FDA is delaying 
h e  effective date because of the 
changes in the orphan drug pmvirionr of 
the act resulting fm~lr the Orphan Dmg 
Amendments of 1985 that w e n  enacted 
and made effective on August 15.1985. 
Before enactment of those cmendmentk 
only drugs for which a U S  letter of 
patent could not be issued were eligible 
for marketing exclusivity of orphan 
drugs. Effective on August lS.19S.  hlh 
patented and unpatented drugs are 
eligible for the resulting 7 yean  of 
marketing exclusivity provided to the 
first designated orphan drug appmved 
for the rare disease or wndi tion FDA's 
m a y  delayed effective date wil l  &ow 
sponsors who may not know about the 
eligibility for marketing exclusivity of 
their patented appmved drugs to request 
designation and obtain Ibc 7-year 
marketing exclusivity intended by 
Congress when it enacted the Orphan 
Drug Amendments of 1985. 

Accordingly. FDA is delaying the 
effective date of its termhation of its 
interim policy. mer h!ay L 1% FDA 
no longer will accept for review and 
processing a sponsor's regaest that a 
drug appro\-& for an orphan indication 
be designated as an orphan drug for the 
same indication. Requests for orphan 
drq designation dl continue to be 
accepted for drugs previowly approved 
for other uses. 

Comments and recommendations 
received by FDA rqarding lhis notice 
nill be considered by the agency during 
preparation of its pmpased ruk 
implementing h e  orphan drug 
provisions of the act. FDA intenda to 
incorporate its continuing policy 
regarding t&@bility of products fa 
orphan designation in that p r q x z d  rule 
that will be subject to notice and 
comment rulemaking. 

heresled person may. on or befope 
>larch 24. I= submit to the Dockets 
hlafiagement Branch (address a h )  
written comments regarding the in- 
policy change. Two cupies of any 
comments are to be submitted. except 
that individuals may submit OM copy. 
Comments are to be identified nith the 
docket number found in brackets in the 
heading of this document Receimd 
mmments are available lot public 
inspection in the Dockets Managanent 
Branch between 9 a m  and 4 pm. 
hlonday through Friday. 
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AQPKY: Minerals Management S M c e  
(hihis). Interior. 
ACTIOU Advance notice of proposed 
rulemaking. 

$UWUARE T h e  Minerals hfanagrment 
s w i c e  (MbfS) hereby gives notice that 
it is making available for public 
comment drafts of proposed methods of 
valuing. for royalty pwposer coal. oil. 
and gas and associated products from 
Fedml  and Indian lesses. hfMS is 
making these drafts available to obtain 
initial public comment on specific 
pmposed m e t h d  befom it formally 
issues proposed regulations. 
~ r r t :  Comments must be received on 
or before April 7.1988 A public meeting 
wil l  be held on h i d  18 and 19.1986. at 

m m s s s ~ ~  Comments shouldbe 
mailed to hfinerals Management 
senrice Royalty Management Progam. 
ma of Exteroal Af€* Denvv 
Federal Center. Building 85. P.O. Box 
25165. &tail Stop 680. Denver. Colorado 
80225. Attentiorr Vernon R lngrabam 
Copies of the draft regulations may be 
obtained from the above address. The 
public meeting will be held at the 
Denver Federal Center. wl i ldq 25. 
Room 1254. Lakewood. Colorado 8(3225. 
F O C ) R m t # l l I L F O I C I L A T I O * m A C I :  

~ k m t 0 4 ~ p m .  

ve.riloa R lclgraham. telephclne (TX) 
~336Q.rnJ3283380. 

L- 
Regulations governing the valuation 

for roplty purpuses of coal oil. and gas 
and assodated products from Federal 
and Indian leases are coditied in various 
sections oi l i t l e  =amla of the Code of 
Federal Regulations In addition other 
regulatory and related p m ~ a n s  are 
~ ~ i n \ - a r i o p t M o ~ t o L e s s e e t  
andudat. 

been reviewing the existing regulatory 
scheme for myalty valuation and wi ~ r o r m w ~ ~  
foamhaation which d d  simpMy. 
d a y .  and amsolidak the udrtiag 
p m a a a r  In -of tbeeffwtto 
dwt3opannpmbanhandwakablt 
proctud d u e  ngtll.Koo% tbt Scattary 
of the Intcior recently Royalty 
Managment Advisory Committee 
compfited of 31 rqmstntativer fmm 

tupRaaQcTurr-m 

Fur the past several months, MMS has 

industry, the stater Irwl Irdi.n nib€& 

which will h a m  as one of its first tasks 
to advire tbc secletarp on the new 
product value regulations The Advisory 
Committee held its first meeting in 
Lakewood, W m d o  m January 9 and 
la 1986. 
D.DdtRsgulptiuDI 
As a result of its extensive review and 

a d d e r a t i o n  of royalty valuation 
issues, MMS has developed draft 
regulations for product valuation. There 
a r ~  f i l ~  separate h h  regulations: coal. 
oil. gas and associated products. gas 
procejsing allowances, and 
transportation allowances. Each draft is 
in the form of a notice of proposed 

rrgolatory bngwse and a preamble. 
Because the issuea related to product 

valuation are so complex. and because 
MMs expects extensive public 
comment. it has dedded to make drans 
of the proposed regulaticns available for 
public review and mmment before 
issuing formal Notices of Proposed 
R d e  7be odsthg draft 
regulations reflect EA?rcs cmrent 
pmposals for addressing product 
valuation but we expect that changes 
will be made as a result of commenb 
befom pmpcfted du am issued. 

CoInmenterrare~caUy 
requested to provide dtematire 
~pggestims to those speci6ed in the 
drah d e s  In addition a public meeting 
will be held fur the papuse of r e c e i a  
comments at the lime a d  location 
stated in the BATES and ADORES- 
~ A l l m i t t e n o o m w n t t , p i u s  
axmenti rrald at the public 
meetting. wiIl be made available to the 
Royalty Management Advisory 
Committee for its O O r r J i h t i o n  in 
p s o r i d i n s a h  t o t h ~ k u y o f  Ibe 
tnleriat. on pmdrrcl nlttaticm 
Although each of the five dra f ts  is in 

the form of a pmpcwed d e .  MMS is not 
uxisiduiq lban as pmpwtd d e s  at 
this time d tke pmpased d e s  nil1 be 
published in the Fsdarrl R&us for 
public comment beforr? 6inal d e s  are 
Lrrmd 
III.ArailddtQdLk.P1Rag~kthr~ 

regulatory pa@ arc being made 

rulemaking. indoding prvposed 

At &is time, only four of the five draft 

a d b k  fat rnmmmt: t o 4  oil, ga-l 
procctsinsauanawxraad 
tranrportatiaanowan~-Aedralt 

domdcopicitotbossrtqnating 

d e  for gat d assdatrd prodncts n-iU 
be availahkin a h w u k a  uxlhthC3 

them at that time. lntensted persons 
may obtain a copy of the draft 
regulatious opan request €rum the hChE 
at tbciddrtrrabove ka- 



confusion in interpretins the p-nt 
rrgrlationr. qcmrdiagly, the term 
- a d i t  payment" k replaced Lhmugh 
taocpopmcnrllksbgatba 
~ y c a m t " o r ~ p x n t  i P r b c t i m " e o  
the context dictates. "payment- is  used 
in ib most commonly aaepted sense to 
mean tbe transfer of a sum of money. 
while 'papent instmctioa- means an 
order for the payment of money. 
iDduding the information necessar?. to 
d e  the indicated payment 

Tbe section on redpieats renecls 
pmpwed changes n-hich are designed lo  
impmve tbe system's flexibility as well 
as simplify the nuobent procgrs for 
d p k n t s  of Federal paymcntr 

Present 5 Zlo5 on progrem w n d s  
has been eliminated as ILM~CFSV. 
while a new section has been 
added to state &e policy for making 
payments by Ihe A(3I metbod B e  
aulhority atatim has a h  been 
U p d a t d  

A rrerr section trR10 on fraud has 
been added. Paragraph [a] rei- 
tbe iiamtics * M impced by thg 
False Uairus A d  3l U S C  3729 el. spq, 
forIbes&alish OlfaLedaimSw 
r w e d  doarmmb in of smh 
daims. and also referrnces applicable 

remedies This sectitm is int& to 
apply to fab i fed  emollments, as well as 
lo nrb activities as th initiatioa of an 
improFaACHpa)?lrent bs an arr$o?~e 
oftki?FedEtal Ch-emmat. ot the 
dioersion of a properly a;llborized 
papDent by empkq-ees of b e  Federal 
GoramaarLFcdazl Rame Banxs, (31 

finzadal instihbims to their o m  bank 
account or ihe a m t  of another. 
Present f nM(8) bas bem add& lo  this 
rcdim a d  &sjgcuted pvrrgnph [bl- 

Numemu malL nonmbstan1iue 
dranges in nvrding have been made 
thronghcmt these pqmsed regulations in 
& to achieoP greater daxity and 
prcisim 

statutes and mmmoa law 

The changes and new prucdures n-41 
be pciblisbd as amendments to the 
F m a l  hIanagement Senice's Green 
BoaLmDirrctIkpxit 

This PlopOKd IIZYWXI is not a major 
d e  as ckfined by Ehecuti= Order 
1 m .  Aaxrdir&, a mgdatory impacl 
adysis is not rrqnired It is hereby 
mtified pmrrrarrt to tht Rpgalalor). 
Flexiitym that the plupsed 
revirion will not have a significant 
ecowmic impact on a substantial 
number o l d  mtitiet Acmdiqdy.  a 
~ I a y a o c i b i t i t y ~ i s r w c  
ng-rireh 
Lid atsabjacts bsl C m  Part no 

B U l k % b d d . T & 6 k b d C h m d S  
trarrrfa. Fcdaal Rerara Sysltm. 




