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Iluurly Demand Dala By Specified Woek, aro to more accurately reflect ils direct DEPARTMENT OF HEALTH AND 
be repiacedb).the fo'lOwin~: reasonable operating costs in searching HUMAN SERVICES 

Pan Ill Schedule 2: Planning Area Hourly for and reviewing records requested 
Demand and Forecasl Summer and Winter under ihe Freedom of Information Act. Food and Drug Adrninlsballon 
Peak Demand and Annual Net E ~ ~ W Y  For The rates pr~posed reflect an average Load rate for the range of TVA pay grades 21 CFR Part 330 

Respondents, which participate in a typically involved in msponding to 
national. regional or subregional process for ~~~~d~~ oflnformation ~,.t requests, 

[Docket No. 92N-04541 

consolideling and ensuring lhe consistency time spn, by clericsl employees, RIN 0905-AA06 
and accuracy of achlal and forecast demand 
information are required to authorire the the charge is m n t l y  per Labellng of Drug Products for Over- 
national. regional or subrsgional organization For time spent by supnrvisor~ and 1heCounter Human Use 
to release U~al informalion to the public professional employees. the charge is 
withoul conditions and in an easily currently $19.75 per hour. TVA is AGENCY: Food and Drug Administration. 
accessible electronic format. proposing to amend the charges to HHS. 

If  the respondent does not participate in $10.10 per hour and 532.20 per hour. AcnON: Proposed rule. the dovelopmonl of national, reglonal or ressectively, ~n coo~omance ~ i t h  subregional actual and forecast demand 
information, it is required to submit ils own. (e)(4)(A)(iv) Freedom of SUMIMRY: The Food and Dmg 

equivalent, demand information direclly to Information Act, as amended. TVA is Administration (FDA) is proposing to 
the Commission along with this report, as also proposing to amend 18 CFR amend its general labeling policy for 
follows. 1301.2(d)(Z) by reducing the amount of over-Lhac0unfer (-1 drug products lo 

Respondents must submit on a 3.5 inch search time that will be provided allow for the inlerchangeable use of 
diskette formaltad for the W S  operating without charge from 4 hours to 2 hours. carlain words i n  labeling Iquir8d by an 
system the following data file in ASCII OTC drug monograph. Examples 
format: the planning area's actual howly List of Subjects in 18 CFR Part 1301 include "doctor" and "physician." and 
demand, in megawatts, for each hour of the 

Adminishalive practice and "consult" and "ask." Thus, the phrase 
year starting with 1 2  midnight. J'anuary 1. "consult a doctor" could be used 1993, centml standard time. The fils should procedure. Freedom of Information. interchangeably with the phrases ,,ask a havo 8760 records I8784 for leap em1 Privacy Act. Sunshine Act. 

Also provide on the disbtte a ;lo 
' 

doctor." "consult a physician." and 
containing the planning area's forecast For the reasons set forth in the "ask a physician." This proposal 
summor and winter peak demand, in preamble, title 18, chapter Xm ofthe provides ellernate terminology in the 
megawatls, and annual net energy for load. Code of Federal Regulations is proposed labeling of (TTC drug products. 
in mcgawatlhours, for the next ten ynara. tohe as follows: DATES: Written comments bv lune 4. , , ~~~ 

IFR Doc. 83-7825 Piled 4-2-93: 8:45 sml 
PART 1301-PROCEDURES 

1993. The agency is proposing that ihe 
BILUNO CODE -17-014 final rule based on this proposal be 

effective 30 days after the dste of its 
1. The authority citation for part 1301 publica~on in be ~ ~ d ~ ~ ~ l  Register 

TENNESSEE VALLM AUTHORITY continues to read as follows: ADDRESSES: Written comments to h e  
Aulhorily: 16 U.S.C. 831-831dd. 5 U.S.C. Dockets Management Branch (WA- 1 8  CFR Pelt 1301 552. 305). Food and DNK Administration. 

Freedom of lnlormatlon A d  2. Section 1301.2 is amended by rm.1-23.12420 ~ a & a w n  Dr.. 
revising paragraph (cI(1) and the first Rockville, MD 20857. 

) AGENCY: Tennessee Velley Aulhority - parsgraph (d)(2) to read FOR NRRlER INFORYITlON CONTACT: 
(TVA). follows: William E. Gilberlson. Center for Drug 
ACllDN: h p o s e d  Rule. Evaluation and Research (HFD-810). 

11301.2 Schedule of fees. Food and Drug Administration. 5600 
SUMMARY: The Tennessee Valley . . a * .  Fishers Lane. Rockvi~le, MD 20857. 
Authority i s  proposing to amend its 301-295-8000. 
Freedom of Informetion Act regulations (c) * 

to more accurately refled its direct SVPPLEMENTAUY RF0RYITH)N: The 
(1) Search time charges for other thon agency proposed in a of 

reasonable operating costs in searching computerswmhes. For time spent by final monographs and has for and reviewing records requested clerical employees in searching files, the included in a of 
under the Freedom of information Act, charge is $10.10 per hour. For time monoFaphs provision that the words 
DATES: Comments must be received by spent by Supe~iSorj '  and p10fBSSi0nal and MphysicianM may be used 
May 5,1993. employees, the charge i s  $32.20 per interchangeably in the Isbeling of OTC ! ADDRESSES: Comments regarding this hour, 

drug products. (See, for example. 
proposed rule shouldbe sent toMark R. ' ' 55 333.150le). 333.350(e). and 336.50(e); 
Winter. TVA, 1101 Market Street (MR (dl. 21 CFR 335.i50(e). 333.350(a). and 
2F). Chattanooga.TN 37402-2801. As a (2) ~~~~t for documents pm,+ded in 336.50ce1.1 Instead of including this 
convenience to commenters, TVA will provision in each On: drug monograph. 
accept public comments transmitted by ~ ~ ~ f i " ~ ~ , " ~ ~ ~ ~ ~ ~ $ ~ ~ ~ ~ ~ $ ~  the agency is proposing to include such 
facsimile ("FAX) machine. The of time will be provided a provision in 5330.1 (21 CFR 330.1) as 

F telephone number of the FAX receiver . . . part of the general conditions under 
is (615) 751-2902. Receipt of FAX . . . . .  which an O X  dmg is generally 
transmittals will not be acknowledged. recognized as safe, effective, and not 
FOR FURTHER INFORYUTlMl CONTACT: William S. Mwm. misbranded. 
Mmk R Winter. (615) 751-2523. Manager. Informotior~ Supporl Services. The agency believes that &ere ara 
SUPPLEMENTARY INFORMATION: TVA is [FR Dm. 93-7610 Filed 4-2-93: 8:45 am1 other moncgrnpt terms for which 
proposing to nmend 18 CFR 1301.2(c)(l) IYLW WM *I- substitutes could be used, at 
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manufncturers' discretion. Oiie example 
is the word "consult" that appears in 
the directions for many OTC d r q  
:noncern~h ineradients. (See. for 
e\;.rr.p~s; 553T3.150!cl(il, ~ ? . ~ . ~ ~ o ( c I ( z I .  
BIIJ  3.i0.50(~1(21: 21 CFR R33.15U(c!:ll. 
333.350(c1(21. and 340.!il1:cl(2l.l'ibe 
agency believes tho simple; t&n "ask" 
could be used in its place. "Ash" is 
shorter and mav be better understwd bv ~~ ~~ 

- 2  

Inllsumors. T ~ L s ,  the phrases wco~~su l t  
o physicion." "consult a doctor." "ask a 
physician." end "ask a doc:tor" wot~ld 
t:a hilowed interchn~~geaEly. 

The egency beliews that thew terms. 
and possibly others, could be used 
interchangeably, and that a provision to 
this eIiocl should also be included in 
5330.1. rnther than in each OTC h e  
mOno~opb. Accordingly, the eKenc~iis  
proposing to amend 5 330.1 to provide 
for ihe u ie  of certain terms 
i~~tonhangaobly in thn labeling of OTC 
drug products. The agency is proposing 
to ~ add ~ paragrnph (i) to 5 330.1 as 
. . . . . . . -. 

The loll~ming ternu may ba used 
Inl~!rchengwbly In any 01 Ute labelinn 
orlsl~lishtnl in pans 331 through 358 of this 
chaptar: 

(11 "ASK' or "consult". 
(21 " m r "  or "phyrtcim". 
The agency is also aware that other 

terms included in various OTC drug - 
monographs may be  used 
interchangeably. The agency invites 
commentiandsugsestions as  to such 
other terns.  The t e rns  selectad should 
be gunonl in nature and appear in more 
than one OTC drug monograph. After 
considering the comments and 
sumestions received, the enencv will 
issue an appropriate propoiel i i  a future 
issue of the Federal Register. 

The agency hns emmilled the 
economic consequences of this 
proposed rule and determined the1 It 
does not require either a regulatory 
impact analysis, as  specified in 
Executive Order 12291, o r e  regu!etory 
flexibility anelysls. as  defined in the 
Regulatory Flexibility Act (Pub. L. 96- 
3541. If this orooosed rule becomas a 
final rule. &e l&ling options could be 
i~r,plemented at very little cost by 
rnniufactwers at the next orintine of 
labels, for those products for whiEh the 
manufacturer chooses to make a chsnae. 
Thus. the nrooosal would have no 

- 
~ i ~ n i f i c o n i e c k o m i c  impnut. The 
qency  concludes that 010 propose11 rule 
is not a mnior rule as definod in 
Executive 6rder 12201. Further. the 
agency cer'zfies that the propared rule. 
if imp!emented. will not have a 
significant economic impact on a 
substantial number of smell entities 8s 
defined in the Reg~lstory Flexibility 
Act. 

Tho i;nncy has dotorminod uoddr 21 
CFR 25.24(c](6) that this e ~ t i o n  is ofa 
type that does not individuslly or 
comulntivelv have a sim~ificant effect on 
the l~~lrnen &vironm~i;l. TIlero!orn. 
noilher all environmental nssessmanl 
nor nn environment.?! impecl statement 
is required. 

Interested persons s a y ,  on or before 
June 4. 1993. submit to the Dockets 
Maneeemtlnt Drench [address above1 
writton comments minrdingthis 
proposal. Written cnmmonts on thn 
aaeicv's economic impact 
ditoimination may bedubmitted on or 
L..;fora luna 4.1993. Tbrue copies ofell 
comments ars to be submined. except 
that individuals may submit one copy. 
Comments are to he identified with the 
docket number found in brarkets in the 
heading of this document and may be 
accompanied by a supporting 
memorandum or brief. Reeeived 
comments may be saen in the office 
above between 9 a.m. and 4 p.m.. 
Monday through Friday. 

List of Subjeels in 21 CFR Pad330 

Ovsr-the-counter drugs. 
Therefore, undsr the Federal Fwd. 

Drug, and Cosmetic Act and under 
authority delegnted to the Commissioner 
of Food and Drugs, it is proposed that 
21 CFR part 330 be amended as follows: 

PART 33WVER-THE-COUNTER 
(OTC) HUMAN DRUGS WHICH ARE 
GENERALLY RECOGNIZED AS SAFE 
AND EFFECTIVE AND NOT 
MISBRANDED 

1. The authority citation for 21 CFR 
part 330 continues to read as  follows: 

Aulboriiy: Secs. 201.501.SO2.503.505. 
510.701 oftbe Federal Food. DN~. and 
Cosmetic Act (21 U.S.C 321,351.352.353. 
355.360.3711. 

2. Section 330.1 is amended by 
adding new paragraph (i) to road 8s 

5 330.1 General condltlons for general 
recognnion as safe, eHectlve and not 
mlsb;andsd. . . . . .  

(i) The following t o m s  mey be used 
interc:han,q~ably in hnv of tho laboling 
eslntlishod in parts 331 through 358 of - 
this chapter: 
(1) " A s k  or "consull". 
(2) "Doctor" or "physician". . . . . . 
Dated: January 15. 1993. 

hlichael R Taylor. 
Deputy CommissiorrrfmPaIicy. 
IQR Doc. 93-7770 filed 4-2-93: 8:45 am1 

21 CFR Part 358 

Iocekat NO. BZKQ2141 

RIM C90CAAD6 

Uendrufi. Seborrhelc Dermetltls, and 
Peorlasls Drug Prodticla tor Over-the 
Counter Human Use; Proposed 
Amendment lo  the Monograph 

AGENCU: Food and Drug Administration. 
HHS. 
ACllON: Notice of pmposed rulernaking. 

SUHURY: The Food and Drug 
Administration (FDA) is issuing a notice 
of orooosed mlemaliinn to amend the 
nnbl i o n 0  pb for o i&- the -co~ to r  
(OTC) d r n x f f ,  seborrheic dermatitis. 
and ~sor ias is  drua oroducts to include 
0.6 pe ran t  mi~1&i7.d 881enium sulfide 
fnr the cuntrol of dmdruff. This 
proposnl is part of the ongoing review 
of OTC drug products conducted by 
FDA. 
DATES: Written commenls by June 4. 
1993; written comments on the agency's 
economic i m p d  detetmination by June 
4,1993. The agemy is proposing that 
the final rule based on this pmposal be 
effective 12 months after the date of its 
publication in the Federal Register. 
ADDRESSES: Written comments to the 
Dockets Manegomonl Dranch IlFA- 
3051, Food and Drug Adminihlration. 
ml. 1-23.12420 Parklawn Dr.. 
~ & i l l i .  MD 20857. 
FOR FURTHER INFORLUTlOW CONTACT: 
William E. Gilbertson. Center for Drug 
Evaluation and R d  (HFD-810). 
Food and Drug Adminislration. 5600 
Fishers Lane. Rockville. MD 20857. 
301-295-8000. 
SUPPLEMENTARY wFoRY*TlOH: 

I. Backgmnnd 
In the Federal Register of Decamber 4. 

1991 156 F'R 63554). FDA.issued a r i a l  
monograph for OTC dandruff. 
seborrheic dermatitis, and psoriesis 
drug producls in subpart H of part 358 
(21 CFKpart 358. subpart HI. The 
monograph lists selenium sulfide 1 
percent in 5 358.710IalI5) as  an active 
ingmdient that is used for the cnnkol of 
dandruff. The selenium sulfide included, 
in Lbs m o n o m ~ h  is not micronized 
(reduced to s fi;ro psrticlo siw). 

In dovnlopi~>g thig monugreph. the 
egnncy i:onsidsred dele h ~ o  five 
st~1dia3 conducted to demonstrate the 
safuty and effuctiva~less of 0.8 porceot 
micronized selenium sulfidn in the 
contrul of dandruff and soborrLoic 
dermatitis (56 FR 63554 el 635591. Only 
two of tbosu studies (Protocols CP- 
CAR3 and CF-CA701can be regarded as 
well-designed co~itrollod clillical trials. 




