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TABLE 1  .-ESTIMATED ANNUAL REPORTING BURDEN’ 

a FDA 3601 

FOml No of Annual Frequency Total Annual Hours per Total 
Respondents per Response Responses Response Hours 

5,000 1 5,000 .30 1,500 

a 

a 

a 

a 

a 

1 There are no capital costs or operating and maintenance costs associated with this collection of informatlon 

Dated: February ‘14, 2003. 
Wil l i am K. Hubbard, 
Associate Commlsslonerfor Policy and 
Plannmg 
[FR Dot. 03-4493 Filed Z-25-03; 8 ~ 5  am] 
BILLING CODE 41W-OlS 

DEPARTMENTOFHEALTHAND 
HUMAN SERVICES 

Food and Drug Administration 

[Docket No. OON-12191 

Delmont Laboratories, Inc.; 
Opportunity for Hearing on a Proposal 
to Revoke U.S. License No. 299 

AGENCY: F o o d  a n d  Dru g  Administration, 
HHS. 
ACTION: Notice. 

SUMMARY: T h e  F o o d  a n d  Dru g  
Administration (FDA) is announc i n g  a n  
opportunity for hear ing o n  a  proposa l to 
revoke the biologics license (U.S. 
License No. 2 9 9 )  issued to Delmont 
Laboratories, Inc. (Delmont), for 
Polyvalent Bacterial Antigens with “n o  
U.S. Standard of Potency” (Staphage 
Lysate). T h e  p r o p o s e d  revocation is 
b a s e d  o n  FDA’s p r o p o s e d  
reclassification of this product in 
Category II (unsafe, ineffective, or 
misbranded), b a s e d  o n  the 

recommendat i ons of the Vaccines a n d  
Related Biological Products Advisory 
Committee (VRBPAC). 
DATES: Delmont Laboratories, Inc., may 
submit written or electronic requests for 
a  hear ing by March  28,2003, a n d  a n y  
data a n d  information justifying a  
hear ing by April 28, 2003. Other 
interested persons may submit written 
or electronic c omments o n  the p r o p o s e d  
revocation by April 28, 2003. 

ADDRESSES: Submit written requests for 
a  hearing, a n y  data a n d  information 
justifying a  hearing, a n d  a n y  written 
comments o n  the p r o p o s e d  revocation 
to the Dockets Man a g emen t  Branch 
[HFA-305), F o o d  a n d  Dru g  
Administration, 5 6 3 0  Fishers Lane, rm. 
1061, Rockville, MD 20852 .  Submit 
electronic requests or comments to 
http://www. fda.gov/docketsl 
ecomments. 
FOR FURTHER INFORMATION CONTACT: 
Astrid L. Szeto, Center for Biologics 
Evaluation a n d  Resea r c h  (HFM-17), 
F o o d  a n d  Dru g  Administration, 1 4 0 1  
Rockville Pike, Rockville, MD 20 8 5 2 -  
1448,301-827-6210. 

SUPPLEMENTARY INFORMATION: In the 
Federa l Register of May 1 5 , 2 0 0O (65 FR 
31003), FDA issued a  p r o p o s e d  order to 
reclassify certain Category IIIA 
[remaining o n  the market pend i n g 

further studies in support of 
effectiveness) bacterial vaccines a n d  
related biological products into Category 
I (safe, effective, a n d  not misbranded) or 
Category II (unsafe, ineffective, or 
misbranded). This action was  taken 
u n d e r  the reclassification rev iew 
procedures in 5 6 0 1 . 2 6  ( 2 1  CFR 601.26), 
a n d  was  b a s e d  o n  the findings a n d  
recommendat i ons of the VRBPAC an d  
the Panel o n  Rev i ew of Allergenic 
Extracts (the Allergenics Panel). T h e  
p r o p o s e d  order also a n n o u n c e d  o u r  
intent to revoke the biologics licenses 
for those bacterial vaccines a n d  related 
products p r o p o s e d  for reclassification in 
Category II. 

Base d  o n  VRBPAC’s 
recommendat ions, FDA pro p o s e d  that 
bacterial vaccines a n d  toxoids with 
standards of potency b e  classified into 
two separate categories b a s e d  u p o n  their 
u s e  as either a  primary immunog e n  or 
as a  booster. FDA further p r o p o s e d  that 
bacterial vaccines a n d  related biological 
products with “n o  U.S. standards of 
potency” b e  classified into Category II 
for their labeled indications b a s e d  o n  
either the VRBPAC’s or the Allergenics 
Panel’s recommendat ions. Five 
manufacturers of Category IIIA products 
wer e  subject to the p r o p o s e d  order, as 
listed in the following table: 

TABLE I-CATEGORY IllA PRODUCTS PROPOSED BY FDA FOR RECLASSIFICATION INTO CATEGORY II AS A PRIMARY 
IMMUNOGEN OR FOR ALL LABELED INDICATIONS 

Manufacturer/License Number 

a 
Aventis Pasteur, Inc., No. 1277 
BioPort Corporation, No. 1260 
Wyeth Laboratories, Inc.. No. 3 
Delmont Laboratories, Inc., No. 299 

Hollister-Stier Laboratories LLC. No. 1272 (1) 

a 

a 
1, 

Product(s) 

Tetanus Toxoid (fluid) 
Diphtheria and Tetanus Toxoids Adsorbed 
Tetanus and Diphtheria Toxoids Adsorbed (Adult Use) 
Polyvalent Bacterial Antigens with “No U.S. Standard of Potency” 

(Staphage Lysate) 
Polyvalent Bactenal Vaccines with “No U.S. Standard of Potency” 

(Bacterial Vaccines Mixed Respiratory (MRV or MRVI, Bacterial 
Vaccines for Treatment, Special Mixtures) 

Proposed Category II 
Indication 

Primary lmmunogen 
Primary lmmunogen 
Primary lmmunogen 
All Labeled Indications 

All Labeled Indications 

‘As described in the proposed order, this product was reviewed by the Allergenics Panel. The remaining products in this table were revlewed 
by the VRBPAC. 

FDA also p r o p o s e d  that the bacterial 
vaccines with U.S. standards of potency 

u s e  as a  booster immunog e n  n e e d e d  to 

r e c ommend e d  for classification into 
submit supp lements for c h a n g e s  to the 

their licenses. Accordingly, FDA 

container a n d  p a c k a g e  labels a n d  the 
revoked the licenses for: (1) Polyvalent 
Bacterial Vaccines with “n o  U.S. 

Category II as a  primary immunog e n  b e  
p laced into Category I for u s e  as a  

p a c k a g e  insert, to include the statement, Standard of Potency” (Bacterial 

booster immunogen. Manufacturers wh o  
“For Booster Use  Only”. Vaccines Mixed Respiratory), Hollister- 

Stier Laboratories, U.S. license No. 
intended to market their products for 

T h r e e  of the five manufacturers 
submitted requests to voluntarily revoke 1272, effective August 3, 2 0 0 0  ( 6 6  FR 

a 
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2 9 1 4 8 ,  May 29, 2001); (2) Diphtheria 
a n d  Tetanus Toxoids Adsor b e d  a n d  
Tetanus Toxoids Adsorbed, BioPort 
Corporat ion, U.S. license No. 1 2 6 0 ,  
effective November  2 0 , 2 0 0O (66 FR 
29 1 4 8 ,  May 29, 2001); a n d  (3) Tetanus 
a n d  Diuhtheria Toxoids Adsor b e d  lfor 
Adult ese), Wyet h  Laboratories, Inc., 
U.S. license No. 3, effective May 30, 
2 0 0 2 .  

O n  January 1 8 , 2 0 0 2 ,  we  a p p r o v e d  a  
license supp l ement for Aventis Pasteur, 
Inc.‘s, Tetanus Toxoid fluid. In this 
supp lement, Aventis Pasteur, Inc., 
requested that their license for Tetanus 
Toxoid fluid b e  ame n d e d  to revoke the 
primary immunization indication a n d  
maintain the booster u s e  only 
indication. In addition, the supp l ement 
included u p d a t e d  labeling for the 
Tetanus Toxoid fluid product stating 
that the product was  for “Booster Use  
Only”, as specified in the p r o p o s e d  
order. 
Comments  o n  Propo s e d  Reclassification 
Polyvalent Bacterial Antigens with “No  
U.S. Standard of Potency” [Staphage  
Lysate (SPL)], Delmont Labomtories, 
Inc., U.S. License No. 2 9 9  

O n  August 9,2000, Delmont 
submitted a  written comment o n  the 
p r o p o s e d  order oppos i n g  the p r o p o s e d  
Cateaorv II reclassification of its 
prod\c<. Delmont proposed, instead, 
reclassification into Category I a n d  
submitted information in support of its 
proposal, including a n  SPL clinical trial 
summary d a t e d  February 2 8 , 1 9 9 4 ,  a n  
English translation of a  clinical study 
report for a  study performed in the 
Czec h  Republ ic, a n d  a n  abstract of a  
1 9 9 4  in vitro study performed by 
Delmont. W e  h a v e  carefully cons idered 
the information prov ided by Delmont, 
a n d  find that it d o e s  not support a  
reclassification of SPL into Category I. A 
discussion of the studies included in 
Delmont’s submission follows. 

T h e  Februarv 28, 1 9 9 4 .  clinical trial 
summary conta ined d a t a  from two 
h uma n  clinical studies. T h e  first study 
in the submission was  a  prospective, 
d o u b l e  blind, p l acebo controlled study 
of the efficacy of SPL for the treatment 
of Hidradenitis Suppurat iva (HS). T h e  
clinical trial summary stated that, 
“u n d e r  the conditions of the study, SPL 
was  not demonstrated to b e  effective in 
the treatment of HS,” a n d  that n o  
significant differences b e twee n  
treatment g r o u p s  (SPL, p lacebo) or 
b e twee n  clinical centers “wer e  f o u n d  in 
a n y  of the efficacy ana lyses for a n y  of 
the parameters ana lyzed.” Delmont 
stated in its written comment o n  the 
p r o p o s e d  order that a  d a t a  reanalysis 
prov ided by a n  i n d e p e n d e n t  third party 

e n g a g e d  by Delmont demonstrated 
“approximately two times greater 
reductions from basel ine in total score 
for SPL treated patients t h a n  for p l acebo 
treated patients” a n d  that SPL s h owed  
a  “trend amo n g  the more severely 
affected patients for the c h a n g e  from 
basel ine to last visit.” However,  the 
reanalysis of the d a t a  was  performed 
after the patient d a t a  wer e  unb l inded. In 
addition, the meth o d  of efficacy 
assessment was  c h a n g e d  from the initial 
b l inded a n d  controlled study, a n d  a  
subset analysis of a  selected s u b g r o u p  of 
patients was  performed in order to reach 
these conclusions. There was  n o  
statistically significant difference 
b e twee n  the SPL a n d  p l acebo treatment 
g r o u p s  after the reanalysis was  
performed. T h e  d a t a  are i n a d e q u a t e  to 
support a  reclassification of SPL from 
Category II to Category I. 

T h e  s e c o n d  study included in the 
1 9 9 4  clinical trial summary was  a n  o p e n  
label (unb l inded) comparative study 
b e twee n  SPL a n d  2  similar products, 
STAVA a n d  POLYSTAFANA, not 
licensed in the United States. T h e  study 
was  performed in the Czec h  Republ ic 
a n d  included patients with 
staphylococcal d iseases of various 
types. An English translation of the 
study report was  included in Delmont’s 
submission. T h e  study report conta ined 
several deficiencies, such as: No  patient 
recruitment details with respect to the 
d i agnoses of various staphylococcal 
infections, n o  detai led explanations of 
patient inclusion or exclusion criteria, 
n o  a d e q u a t e  control group, n o  
description of patient randomization 
procedures (if performed), n o  
exp lanat ion of h ow patients wer e  
reass igned to treatment g r o u p s  after 
clinics refused to cont inue 
administering the POLYSTAFANA, n o  
information o n  treatment compliance or 
individual d o s e  regimens, n o  clinical 
descriptions or assoc iated clinical 
measurements for the endpo ints of 
“cured,” “ lasting stabilization,” 
“improved,” or “n o  effect,” n o  
statistical analysis performed (only 
o b s e r v e d  cure rates wer e  reported), a n d  
n o  reporting of individual adverse 
events. T h e s e  deficiencies are 
inconsistent with general ly a c cepted 
standards of clinical trial des ign a n d  
performance. Therefore, this clinical 
study is also i n a d e q u a t e  to support 
reclassification of SPL from Category II 
to Category I. 

Delmont also included a n  abstract of 
a n  in vitro study performed in two 
h uma n  cell lines. T h e  study authors 
f o u n d  that h uma n  cell cultures secreted 
g amma interferon, interleukin 1, 
interleukin 2, a n d  tumor necrosis factor 
wh e n  e x p o s e d  to SPL. Delmont 

interprets the study to suggest that SPL 
“may stimulate the product ion of 
immunocompetent cells, triggering 
immune responses that might h a v e  
clinical significance in certain 
diseases.” However,  the d a t a  prov ided 
in the abstract are limited, a n d  
deficiencies in the d a t a  exist (e.g., lack 
of information o n  s ome positive a n d  
negat ive control results). While in vitro 
studies are frequently u s e d  to study the 
biological mechan isms of a  product, 
they are not supportive of h uma n  
efficacy in the a b s e n c e  of a d e q u a t e  a n d  
well-controlled clinical trials. Therefore, 
the limited d a t a  conta ined in Delmont’s 
abstract are not a d e q u a t e  to support a  
reclassification of SPL from Category II 
to Category I. 

Delmont submitted n o  other d a t a  or 
information to support a  reclassification 
of SPL to Categoj i or to prec lude 
FDA’s reclassification of this oroduct to 
Category II. 

I  

Notice of Opportun ity for Hear i ng 
In a c c o r d a n c e  with 2 1  CFR 601.5b )  

a n d  2 1  CFR 12.21(b), FDA is offering a n  
opportunity for hear i ng o n  its proposa l 
to revoke the biologics license, U.S. 
License No. 29 9 ,  issued to Delmont 
Laboratories, Inc., for Polyvalent 
Bacterial Antigens with “n o  U.S. 
Standard of Potency” (Stapha g e  Lysate). 
A copy of the August 9,2000, written 
comment is o n  file with the Dockets 
Man a g emen t  Branch (see ADDRESSES) 
u n d e r  the docket n umber  f o u n d  in 
brackets in the h e a d i n g  of this notice. 
T h e  d o c ument is available for public 
examination in the Dockets 
Man a g emen t  Branch b e twee n  9  a.m. a n d  
4  p.m., Mon d a y  t h r o u g h  Friday. 
Delmont may submit a  written or 
electronic request for a  hear i ng to the 
Dockets Man a e emen t  Branch bv March 
28, 2 0 0 3 ,  a n d  a n y  d a t a  a n d  infirmation 
justifying a  hear i ng must b e  submitted 
by April 28, 2 0 0 3  (21 CFR 12,22(b)(l)). 
Other interested persons may submit 
comments o n  the p r o p o s e d  revocation 
by April 28, 2 0 0 3 .  

FDA procedures a n d  requ irements 
govern i ng a  notice of opportunity for a  
hear ing, notice of a p p e a r a n c e  a n d  
request for hear ing, grant or denial of 
hear ing, a n d  submission of d a t a  a n d  
information to justify a  hear i ng o n  a  
p r o p o s e d  revocation of a  license are 
conta ined in part 1 2  (21 CFR part 12) 
a n d  2 1  CFR part 6 0 1 .  In request ing a  
hear ing, a  p e r s o n  must submit to FDA’s 
Dockets Man a g emen t  Branch objections 
a n d  a  request for a  hear i ng o n  e a c h  
objection, a l ong with a  detai led 
description a n d  analysis of the factual 
information to b e  presented in support 
of e a c h  objection, as prov ided in 
S 12.22. A deficient request or objection 
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will b e  returned; however, the deficient 
submission may b e  supp l emented a n d  
subsequent ly filed if submitted within 
the 30-dayt ime per iod (5 12.22(c)). T h e  
objections shou ld identify the specific 
fact or facts that are genu i ne, 
substantial, a n d  in dispute 
(5 12.24(b)(l)]. Mere allegations or 
denials a re not e n o u g h  to obta in a  
hear i ng (5 12.24(b)(2)). T h e  
Commissioner of F o o d  a n d  Drugs (the 
Commissioner) will d e n y  the hear i ng 
request if the Commissioner conc ludes 
that the d a t a  a n d  information submitted 
are insufficient to justify the factual 
determination urged, e v e n  if accurate 
(5 12.24(bl(3)1. 

Two copies of a n y  submissions are to 
b e  prov ided to FDA except that 
individuals may submit o n e  copy. 
Submissions are to b e  identified with 
the docket n umber  f o u n d  in brackets in 
the h e a d i n g  of this document. 
Submissions, except for d a t a  a n d  
information prohibited from public 
disclosure u n d e r  2 1  USC. 331(j) or 1 8  
U.S.C. 19 0 5 ,  may b e  examined in the 
Dockets Man a g emen t  Branch (see 
ADDRESSES) b e twee n  9  a.m. a n d  4  p.m., 
Mon d a v  t h r o u a h  Fridav. 

This notice & issued;nder section 
3 5 1  of the Public Health Service Act 1 4 2  
U.S.C. 2 6 2 1  a n d  sections 2 0 1 ,  5 0 1 ,  5 0 2 ,  
5 0 5 , 7 0 1  of the Federa l Food, Drug, a n d  
Cosmetic Act (21 USC. 321,  3 5 1 ,  3 5 2 ,  
3 5 5 ,  a n d  3 7 1 1 ,  a n d  u n d e r  authority 
de l e g ated to the Commissioner (21 CFR 
5.10) a n d  rede l e gated to the Director, 
Center for Biologics Evaluation a n d  
Resea r c h  (21 CFR 5.202). 

Dated: February 4, 2003. 
Mark Elengold, 
Deputy Directorfor Opemtions, Centerfor 
Biologics Evaluation and Research. 
IFR Dot. 034491 Filed 2-25-03; 8~5 am] 
BILLING CODE 4160-01-S 

DEPARTMENT OF HEALTH AND 
HUMAN SERVICES 

Food and Drug Administration 

Advisory Committee on Special 
Studies Relating to the Possible Long- 
Term Health Effects of Phenoxy 
Herbicides and Contaminants (Ranch 
Hand Advisory Committee); Notice of 
Meeting 

AGENCY: F o o d  a n d  Dru g  Administration, 
HHS. 
ACTION: Notice. 

This notice a n n o u n c e s  a  forthcoming 
meeting of a  public advisory committee 
of the Department of Health a n d  Huma n  
Services. At least o n e  portion of the 
meeting will b e  closed to the public. 

Name  of Committee: Advisory 
Committee o n  Special Studies Relating 
to the Possible L o n g - T e rm Health Effects 
of Pheno x y  Herbicides a n d  
Contaminants (Ranc h  Ha n d  Advisory 
Committee]. 

Genera l  Function of the Committee: 
T h e  committee advises the Secretary 
a n d  the Assistant Secretary for Health 
concern ing its oversight of the conduct 
of the Ran c h  Ha n d  Study by the U.S. Air 
Force a n d  provides scientific oversight 
of the Department of Veterans Affairs 
(VA) Army Chemical Corps Vietnam 
Veterans Health Study, a n d  other 
studies in which the Secretary or the 
Assistant Secretary for Health believes 
involvement by the committee is 
desirable. 

Date  a n d  Time: T h e  meeting will b e  
he ld o n  March 1 3 . 2 0 0 3 . 8  a.m. to 5 : 3 0  
p.m. 

Location: San  Diego Marriott L a  Jolla, 
4 2 4 0  L a  Jolla Village Dr., Newport- 
Irvine Room, L a  Jolla, CA 92 0 3 7 .  

Contact Person: L e o n a r d  M. 
Schechtman, National Center for 
Toxicological Resea r c h  (HFT-IO), F o o d  
a n d  Dru g  Administration, 5 6 0 0  Fishers 
L a n e ,  rm. 16-85, Rockville, MD 20 8 5 7 ,  
3 0 1 - 8 2 7 - 6 6 9 6 ,  or FDA Advisory 
Committee Information Line, l-BOO- 
741-8138 (301443-0572 in the 
Wash i ngton, DC area), c o d e  1 2 5 6 0 .  
Please call the Information L ine for up- 
to-date information o n  this meeting. - 

Agen d a :  T h e  Air Force will present 
information o n  the following: Personne l 
c h a n g e s  a n d  contract actions; cancer 
incidence; mortality, review of latest 
findings; diabetes, summarize the latest 
analysis of the insulin sensitivity study; 
hypertens ion, summarize the latest 
analysis, including the skin e x p o s u r e  
index results: thyroid, review latest 
results; statistics o n  study compliance to 
cycle 6; d a t a  re lease-the latest results 
o n  consent for future u s e  of data; a n d  
study s h u t d own a n d  transfer of data. 

Procedure: O n  March 13, 2 0 0 3 ,  from 
8  a.m. to 1 2  n o o n ,  a n d  from 3  p.m. to 
5 : 3 0  p.m. the meeting is o p e n  to the 
public. Interested persons may present 
data, information, or views, orally or in 
writing, o n  issues p e n d i n g  before the 
committee. Written submissions may b e  
ma d e  to the contact p e r s o n  bv March 5, 
2 0 0 3 .  Oral presentat ions from the public 
will b e  schedu l ed b e twee n  
approximately 1 1  a.m. to 1 2  n o o n .  Time 
allotted for e a c h  presentat ion may b e  
limited. T h o s e  desiring to make  formal 
oral presentat ions shou ld notify the 
contact p e r s o n  before March 5, 2 0 0 3 ,  
a n d  submit a  brief statement of the 
genera l  nature of the ev i dence or 
arguments they wish to present, the 
n ames  a n d  addresses of p r o p o s e d  
participants, a n d  a n  indication of the 

approx imate time requested to make  
their presentation. 

Closed Committee Delibemtions: O n  
March 13, 2 0 0 3 ,  from approximately 1  
p.m. to 3  p.m., the meeting will b e  
closed to permit discussion whe r e  
disclosure wou l d  constitute a  clearly 
u nwarra n t e d  invasion of persona l 
privacy (5 U.S.C. 552b(c)(6)1. T h e  closed 
portion of the meeting will allow for 
discussion b e twee n  the committee 
members a n d  study participants 
currently u n d e r g o i n g  hea lth 
assessments, pertaining to their 
participation in the Ran c h  Ha n d  Study. 

Persons attend ing FDA’s advisory 
committee meetings are adv ised that the 
a g e n c y  is not responsib le for providing 
access to electrical outlets. 

FDA welcomes the a t t e n d a n c e  of the 
public at its advisory committee 
meetings a n d  will make  every effort to 
a c c ommodate  persons with physical 
disabilities or special n e e d s .  If y o u  
require special accommodat ions d u e  to 
a  disability, p lease contact L e o n a r d  M. 
Schechtman at least 7  days in a d v a n c e  
of the meeting. 

Notice of this meeting is g iven u n d e r  
the Federa l Advisory Committee Act (5 
U.S.C. app .  2). 

Dated: February 14, 2003. 
L i nda Arey Skladany, 
Associate Commissionerfor External 
Relations. 
l FRDoc.034 4 9 2  Filed 2-25-03;8:45 em] 
BILLING CODE 4160-01-8 

DEPARTMENT OF HOUSING AND 
URBANDEVELOPMENT 

[Docket No. FR481CN-OT] 

Notice of Submission of Proposed 
Information Collection to OMB: 
Community Outreach Partnership 
Center Program (COPC) 

AGENCY: Office of the Chief Information 
Officer, HUD. 
ACTION: Notice. 

SUMMARY: T h e  p r o p o s e d  information 
collection requ irement descr ibed be l ow 
ha s  b e e n  submitted to the Office of 
Man a g emen t  a n d  Budge t  (OMB) for 
review, as requ ired by the Paperwork 
Reduct i on Act. T h e  Department is 
soliciting public comments o n  the 
subject proposal. 
DATES: Comments  Due  Date: March 28, 
2003. 
ADDRESSES: Interested persons are 
invited to submit comments regard ing 
this proposal. Comments  shou ld refer to 
the proposa l by n ame  and/or OMB 
approva l n umber  ( 2 5 2 8 - 0 1 8 0 )  a n d  
shou ld b e  sent to: L a u r e n  Wittenberg, 

a 


