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/> meet #t the time and place Indicated
_:éxthomshesadd&ianﬂhlmm

antaa&xepersonshown

= 7 NATTONAL ARCHIVES Apvisowy Courcn.

- "Meeting Dates-November 30-December .2,

. 1978, November 30: 7 pau.-to 10 pom,; De-

~ -comberl: # am toSp

. s $oadjouryrment,

Pince: Roorn 118 .Nationsf Arehhu nd
. Reeords Segvice. .8th and Permsylvania

4 -.anewnwmn.am.

- Agends. Implementation of Preservation

_ Report, Accessionitg and. Processing Pn-

- grities. and the National Historical Publi-

- cations and Records Commfission. .

For further informstion comntact: Robdert
Brookhart, General Services Administra-
tion (NS), Washingion, D.C. 20408. 2032-
523-2013.

_Issued in Washington, D.C., on Octo-
ber 17, 1978.

Jaxss B. O'NinL,
Deputy Archivist
of the United States.

PR Doc. 78-30384 Piled 10-26-78; 8:45 am)
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DEPARTMENT OF HEALTH,
EDUCATION, AND WELFARE

Center for Dissase Centrof

TUBERCULOSIS THERAPY AND GONOCOCCAL
INFECTIONS

Open Meectings

The following meetings will be con-
vened by the Center for Disease Con-
trol and will be open to the public for
observation and participation, limited
only by the space availabie:

Meeting on Tuberculosis Therspy

Dates November 7-8, 1978.

Time: 9am

Place Room 165, Bullding 6, Center for D
ease Control, 1600 Clifton Road NE., At-
lanta, Ga 30333.

2urpose: To review tuberculosis short-
course therapy study data and discuss the
need for and nmature of additional data to
be gathered.

Additional nformation may be obtamed
from: Dr. Dixie E. Snider, Jr.. Chief, Re-
search and Development Branch, Tuber-
culosis Control Division, Bureau of State
Services, Center for Disease Controi,
Room 222, Building 6. 1600 Clifton Road
‘NE., Atlanta, Ga 30333, telephones. FTS:
236-3956, commercial: 404-329-3956.

% _petow. Anyone Interested tnaftending.
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- veape Cantyol, Roaxn 3063, Pmikiing 1. 1800
-cm.nmn.. Ktlanta-Ca. 30833, tele-
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ﬁamuncu’its AND BACTEMAL
ANTIGENS WITH NO U.5. STANDARD OF
POTENCY

7&WdMMWn

AGENCY: Pood snd Drug Administra-
tion.

ACTION: Natice.

SUMMARY: The Commissioner of
Food and Drupes is announcing revoca-
tions of licenses snd a reclassification
concerning bacteris] vaccines and bac-

. terial antigens with “No U.S. Standard

of Potency” manufactured by six h-
censees. These actions result from
manufacturers’ response or fatlure to
respond to an earlier notice of oppor-
tunity for a hearing.

EPFECTIVE DATE: October 27, 1978.

FOR FURTHER INFORMATION
CONTACT.:

Joe Holloway, Bureau of Biologics
(HFB-620), Food and Drug Adminis-
tration, Department of Health, Edu-
cation, and Welfare, 8800 Rockville
Pike, Bethesda, Md. 20014, 301-443-
1306. -

SUPPLEMENTARY INFORMATION:
In a proposal published 1n the PEDERAL
REGISTER of November 8, 1977 (42 FR
58266), the Commussioner announced
his intention to revoke the license(s)
for certain bacterial vaccines and bac-
terial antigens with “No U.S. Standard
aof Potency” classified as categories I1
and IIIB, under §8§601.5(b) and
601.25¢f) (21 CFR .601.5(b) =and
601.25(1)), based on the recommenda-
tions of the panel on review of bacte-

mel ¥ recommendations and adopted
them as the grounds for revocation.

- . s

“'After publication of the panel's
report, & notice of opportunity for a
hearing was published In the PrpERAL
Rrorster of December 9, 1977 (42 FR
¥7162) on & proposal by the Commis-
sioner to revoke categones I1 and IIIB
_product licenses as follows:

(1) Cutegory II. Biologica! products
determined to be unsafe or ineffective
ar to be misbranded and which should
not continue in interstate commerce.
Wacterial Vaccine Dtagnostics and Bac-
_tertal Vaceine T-50 made from Strep-
tococcus pyogenes type L-8 or by pre-
scription (Hollister-Stier, Division of
Cutter Laborstories, License No 8).

- ¢2) Cxtegory IIIB. Biological prod-
ucts for which available data are insuf-
ficierit to ctlasstfy their safety and ef-
fectiveness and which should not con-
tinue m interstate commerce. Mixed
Respiratory Bacteria (Center Labora-
tories, Inc., Licerse No. 193); Staphage
Lysate (SPL), type I, and types I and
T combined, for Staphylococcal Dns-
euse (Delmont Laborstories. Inc., Li-
cenwe Nu. 299). Pooled Stock B.A.C.
No. I, Pooled Stock B.A.C. No. 2
Qram-Negative B.A.C. and Pooled
Sxin B.A.C. (Hoffmann Laboratories,
Inc., License No. 283); Bactenal Vac-
cines for Treatment (Special Mix-
tures) (Hollister-Stier, Division of
Cutter Laboratones, License No 8);
PIROMEN (Pseudomonas polysaccha-
ride) (Travenol Laboratories, Inc., Li-
cense No. 140); V-677 Streptococcus
Vaccines (Intravenous) ¢Eli Lilly and
Co., License No. 56).

ACTIORN

The manufacturers’ responses Lo the
notice of opportunity for a hearing
concerning the above products and the
Commissioner's action concerning
their responses are as follows:

The following firms did not request
a hearing concerning their products:

(1) Hollister-Stier, Division of Cutter
Laboratories, Inc.. for Bactenial Vac-
cine Diagnostics, Bacterial Vaccine T-
50, and Bacterial Vaccines for Treat-
ment (Special Mixtures);

(2) Center Laboratories, Inc., for
Mixed Respiratory Bacteria,
(3) Travenol! Laboratories, Inc., for

PIROMEN (Pseudomonas polysaccha-
nde); and

(4)Eli Lilly and Co., for V-677 Strep-
tococcus Vaccines (Intravenous).

The Commissioner has received nu-
merous letters from patients and doc-
tors expressing concern over the rec-
ommendation to revoke the license for
the manufacture of V-677, Streptococ-
cus Vacemes (Intravenous). Most let-
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ters provided testimonials in support .

of the effectiveness of the V-677 prod-

uct for the treatmenf of arthritis.
’ Some letters requested a formal hear-

ing.

The Commissioner recognizes the

. concern and the sense of frustration
some patients must feel regarding the
proposed revocation. However, the law
provides that the safety and effective-
ness of biological drugs must be estab-
lished by scientifically sound evidence.
The expert panel evaluated all the
bacterial vaccines, using the same cri-
. teria to establish safety and effective-
ness. These standards are set forth in

the regulation that established the

biological review

601.25(d)). The data submitted by El
Lilly and Co. did not satisfy the crite-
ria, and the pane! and the Commis-
sioner concluded that V-677 should be
removed from the market pending the
® results of scientific studies to establish
1ts safety and effectiveness. In addi-
tion. the testimonials submitted by in-
dividuals do not satisfy the statutory
standard and do not support approval
of a biological drug (see Weinberger v.
Hynson, Westcott & Dunning,

412 U.S. 609 (1973)).

® Several persons who commented ex-
pressed a willingness to volunteer for
testing of V-677. Persons who wish to
participate in investigational new drug
(IND) clinical trials of V-877 or wha
are otherwise interested in the avail-
ability of this product should contact
manufacturers or other organizations
concerning the possible submissgion of
® an IND for V-677 or similar products.
The Commissioner advises that.a
hearing may be requested only by a
manufacturer whose license is the sub-
ject of the proposed revocation. If a
hearing 1s requested by the manufac-
turer and granted, any person desiring
to participate 1n the hearing may do
@ s0 (see § 12.45 (21 CFR 12.45)). Howev-
er, if a licensee is given the opportuni-
ty to request a hearing but falls to
demonstrate an interest in continuing
to market the product by not request-
ing a hearing or submitting data, there
is no hearing in which to participate:
The December notice provides that~
o the failure of a licensee to request a
hearing constitutes an election not to
avail 1tself of the opportunity. Under
the biologics law, section 351 of the
Public Health Service Act (42 U.S.C.
262), no product can be lawfully mar~
keted except by a person holding an
unrevoked license. Although anyone
can apply for licensure, patients and-
) or doctors cannot compel a licensee to
continue to produce or to take
particular action to protect its license.
For this reason, the Commissioner. is
obliged to deny requests for a hearing

from patients.

Further response to comments cony -
cerning V-677 and other products re- = siella: pneumoniae, (9 Neisseria ca-

viewed by the panel on Review of Bac-
terial Vaccines and Bacterial Antigens
with “No U.S. Standard of Potency”
will be included in the {inal order soon
to be published, respecting the Novem-
ber 8, 1977 proposal.

The following firms requested hear-
ings:

(1) Hoffmann Laboratories request-
ed a hearing and presented data con-
cerning its Bacterial Antigen Complex-
es, License No. 283. However, Hoff-
mann Laboratories subsequently re-
quested that its establishment license
and product licenses to manufacture
the six Bacterial Antigen Complexes
reviewed by the panel and four other
products not reviewed by the pane!} be
revoked. The request for license revo-
cation constitutes a8 withdrawal of the
request for a hearing, and considera-
tion of the data is unnecessary.

(2) Delmont Laboratories, Inec., re-
quested a hearing and submitted data
and information in support of ita Sta-
phage Lysate (SPL) type L and'types I
and III combined, License No. 289.
The Commissioner concludes that
these data would not only justify a
hearing but are adequate to justify re-
classification at this time: The Com-
missioner - finds that the potential
benefits outweigh the potential risk in
use of the product Therefore, Sta-
phage Lysate (SPL) type L, and types I
and III combined, for Staphylococcal
Disease (bacterial antigen made from
staphylococcus) are reclassified from
category IIIB W category IIIA (bio-
logical Droducts for- which avallable
data are. insuffient to classify their
safety. and effectiveness -but which
may remain. in, interstate comm
pending completion of testing).
cause no hearing is necessary for a cat-
egory IHA .product, the December
npotice is withdrawn for the product.

Accordingly, ~ under .the Public

Health Service Act (sec. 351, 58 Stat.’

702 as amended (42 US.C." 262);
§$ 314.200, 601.5(b), and 601.25(!) and
(). (21 CFR 314.200, 601.8(h), and
601.25(1) and (g)); the Federal Food,
Drug, and Cosmetic Act (seca. 201, 502,
508, 701, 52 Stat. 1040-1042 as amend-
ed,  1050-1053 as amended, 1855-1058
az amended by 70 Stat. 8919 and 72
Stat. 948 (21 U.B.C. 321, 352, 355, 371)»)
and under the authority delegated to
the Sommissioner of Food and Drugs
(21 CFR 5.1), the foliowing product li-
censes are revoked; , ‘

. {a) Hollister-Stier, Division of Cutter
Laboratories, for the manufacture of
Bacterial Vaccine Diagnostics (bacte:
rial vaccines for diagnostic use con:
taining (1) Aerobacter aerogenes (2)
Carynebacterium pseudodiphthe-riti-
cum, (3) Diplococcus-.pnreumoniae,
mixed, (4) Escherichia .coli, (b) Gaff-
kya tetragena, (8) Hemophilus influen-
zae, (1) Hemophilus pertussis, (8) Kleb-
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Poetomonas cmerameeTE (L1
4 mo.
nella enteritidis, (13) Salmonelia parg.
typhi, (14) Salmonella schottmull
(15) Salmonella typhosa, (18) Shigellq
dysenteriae, (17) Shigella flezner, (18)
Streptococcus fecalis, pyogenese, vin.
dans, and nonhemolyticus, (19
Staphylococcus albus, and (20) Staphy.
lqcoccu.s aureus), License No. 8; Bacte.
rial Vaccines for Treatment (Specia}
Mixtures contamning one or more of
the following organisms: (1) Aero.
bacter aerogenes, (2) Corynebacternnum
pseudodiphthe-riticum, (3) Corynebae.
terium (propionidacterium) acnes, (4)
Corynebacterium zxerosis, (5) Eschen.
chia coli, (8) Gaffkya tetragena, (7)
Hemophilus pertussis, (8) Proteus vul.
garis, (9) Pseudomonas. aeruginosq,
(10) Salmonella enteritidis (this organ.
ism was inadvertently omitted when
the notice of opportunity for a hear.
ing was published), (11) Shigella para-
dysenterice (Type Y), (12) Salmonellg
paratyphi, (13) Salmonella schottmiil.
lert, (14) Salmonella typhosa, (15) Shi-
gella dysenteriae, (16) Shigela flex-
neri, and (17) Streptococcus fecalis
(Staphylococcus albus and aureus were
incorrectly listed for this product
when the proposal and the notice of
opportunity for a hearing were pub-
lished)), License No. 8; Bacterial Vac-
cine T-80 (made from Streptococcus
pyogenes type 1-8 or by prescription),
License No. §;

(b) Center Laboratories, Inc., for the
manufacture of Mixed Respiratory
Bacteria (made from (1) Staphylococ-
cus aureus and aldus, (3) Streptococe
cus mitis and salivarius, (3) Strepto-
coccus pyogenes, Group A, (4) Diplo-
coccus prneumoniae, 1, I1, and III, (57
Klebsiella pneumoniae, two strains, (8) .
Neisserta catarrhalis) License No. 193;

(¢) Eli Lilly and Co., for the manu-
facture of V-6%7 Streptococcus Vac.-
cines (Intravenous), License No. §6;

(d) Travenol Laboratories, Inc., for
the manufacturte of PIROMEN (Pseu--
domonas polysaccharide), License No.”
140; and - ‘

(e} Hoffmann Laboratories, Inc., for

the manufacture of Pooled Stock -

‘B.A.C. No. 1 .(bacterial antigens made

from (1) Diplococcus pneumontac,’(ﬂ)"-"
Streptococcus species, (3) Staphylocoe- |

cus specles, (4) Neisseria catarrhalfs’

(5) Escherichia coli, (6) Hemophilua - -

influenzae), Pooled Stock B.A.C. No. 27 .

(bacterial antigens made from (1) Di.-
plococcus pneumoniae, - (2) Klabsiella

.

pneumoniae, (3) Streptqcoccus spectes, *: -
(3) Pseudomonas aeruginosa, (8) E&

:cherichia colf, and (8) Aerobactler aero~ .

genes) and Gram-negative B.A.C., (bag-""°

terial antigens mada from (1) Pseudo-, .

monas.-- aeruginosd,. (2»; Kséherichia . _
colt; (3) Aerobacter asropenes), Pooled: 7

‘Skin B.A.C. (bacterial antigens mads

from (I) Staphylococtys gpecies and™J.”
(2) Proteus vulggris), Licehse No. 283, =

.
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* Shipment-in interstate commerce by

manufacturer of .a product nfter
fective date of revocatioh consti-

> t. . & violation of the-Public Health
“gervice Act. The Commissioner advises
that those products for wliich Heenses
are herein revoked do not constituse a
_danger to public heslth and those lois
t have already beer s01d and delitc
.ered may be resoid throuzh thetr expl-
ration dates.
- All data and information not prohib-
from public disclosure under 21
US.C. 331(§) or 18 US.C. 1805, thst
have been used by the Commissioner
4n reaching 4his decision, may be seen
the office of the Hearing Clerk be-
tween 9 am. and 4. p.m., Monday
ugh Friday.
Effective date. These actions are ef-
ective October-27, 1978.

> Dated: October 18, 1978.

DoxaLp KENNEDY,
Commissioner of Food end Drugs.
{FR Doc. 78-30350 Filed 10-26-78; 8:45 am)
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4110-03-M]
{Docket No. 78N=0378)

GRAS SAFETY REVIEW OF MANGANESE SALTS
Public Hearing

“ AGENCY: Food and Drug Administra-
-tin—~

DN: Notice.

<wJMMARY: In response to several re-
quests, the Food and Drug Administra-
tion (FDA) announces a public hear-
ing concerning the safety of manga-
" nese salts. The hearing will enable

those parties who have 50 requested to

present data, information, and views

as part of the agency's review to deter-
* mine whether the salts are generally
recognized as safe (GRAS) or subject
to a prior sanction.

DATE: The hearing will be held No-
¢-vember 6, 1978.

ADDRESS: The hearing will be held

in the Lee Building, Federation of
erican Socjeties for Experimental

[Blology, 9650 Rockville Pike, Bethes-
, Md. 20014.

R FURTHER INFORMATION
ONTACT:

Corbin 1. Miles, Bureau of Foods
(HFF-335), Food and Drug Adminis-
tration, Department of Health, Edu-
cation, and Welfare, 200 C Street
SW., Washington, D.C. 20204, 202-
472-4750; or

George W. Irving, Jr., Life Sciences
Research Office, Federation of
American Societies for Experimental
Biology, 9650 Rockville Pike, Bethes-
da. Md. 20014, 301-530-7033.

\ EMENTARY INFORMATION:
FEDERAL REGISTER of April 21,

L
1
;

WM"%W

»

1 |

be_provided for the oral presen-
‘ tnformation, and views
at public: hearings to be conducted
the. select Committee on GRAS Sub-
stances of the Life Sciences Researeh
Office, Federation of American Soci-
eties for Experimental Blology there-
after referred to as the Select Commit-
tee), concerning the safety of manga-
nese salts and silicates and the Select
Committee's tentative determination
of whether or not they are GRAS or
subject to a prior sanction.

A written statemént on silicates was
submitted by the PQ Corp., P.O. Box
258, Lafayette Hill, Pa. 19444, In lien
of an oral presentation at a public
hearing. No requests for & public hear-
ing were received. Accordingly, no
hearing will be held on sflicates.

The Select Committee received re-
quests for a public hearing on manga-
nese salts from the American Feed
Manufacturers Association, Inc., 1701
North Fort Myer Drive, Arlington, Va.
22209; BSoutheastern Minerals, Inc,
Bainbridge, Ga. 31717; and Chemetals
Corp., 711 Pittman Road, Baltimore,
Md. 21226 (formerly a division of Dia-
mond Shamrock Corp., 1116 Superior
Avenue, Cleveland, Ohio 44114). No
other requests were received for .a
hearing on manganese salts.

Under the procedures set forth in
the April 21, 1978, notice, announce-
ment is hereby made that a hearing on
manganese salts will be held at 8 a.m.,
on November 6, 1978, in the Lee Bulild-
ing, Federation of American Societies
for Experimental Biology, 9650 Rock-
ville Pike, Bethesda, Md. 20014. Those
who have requested to msake oral pre-
sentations will be expected to com-
plete their presentations within the
period indicated and in accordance
with the following schedule:

1. American Feed Manufacturers As-
sociation, Inc., and Southeastern Min-
erals, Inc.: Mr. L. H. Boyd and/or A.
Poitevint will make a joint presenta-
tion for both corporations—30 min-
utes.

2. Chemetals Corp.: Dr. Dennis De-
Craene—15 minutes.

The hearing will be chaired by a
member of the Select Committee and
will be transcribed by & reporting serv-
ice. A transcript of the hearing will be
placed on public display 1n the office
of the Hearing Clerk (HFA-305), Food
and Drug Administration, Room 4-65,
5600 Fishers Lane, Rockville, Md.
20857.

Dated: October 23, 1978.

WrLLiaM F. RANDOLPH, *
Acting Associate Commassioner
Jor Regulatory Affairs.
{FR Doc. 78-30353 Filed 10-26-78; 8:45 am)

- ‘ 50249
[Docket No. 78M -0260]
tOMm? LENSES LTD.

Pn-uho Appnvnl of Amsof So#t Contoct
) Lons

AGENCY Food and Drug Administra.
tion.

ACTION: Notice.

‘SUMMARY: The Food and Drug Ad-

ministration (FDA) announces approv-
al of the application for premarket ap-
proval under the Medical Device
Amendments of 1976 of the Amsof
{deltafilicon A) Boft Contact Lens
sponsored by Lombart Lenses Ltd.
After reviewing the Ophthalmology
Device Classification Panel's recom-
mendation, FDA notifed the sponsor
that the application was approved be-
cause the device had been shown to be
sele 'and effective for use as recom-
mended in the submitted labeling.

DATE: Petitions for administrative
review by November 27, 1978.

ADDRESS: Requests for copies of the
summary of safety and effectiveness
data and petitions for administrative
review may be addressed to the Hear-
ing Clerk (HFA-305), Food and Drug
Administration, Room 4-85, 5600 Fish-
ers Lane, Rockvilie, Md. 20857.

FOR FURTHER INFORMATION
CONTACT:

Keith Lusted, Bureau of Medical De-
vices (HFK-402), Food and Drug Ad-
ministration, Department of Health,
Education, and Welfare, 8757 Geor-
gla Avenue, Silver Spring, Md. 20910,
301-427-7550.

SUPPLEMENTARY INFORMATION:
The sponsor, Lombart Lenses Ltd.,
Norfolk, Va. 23501, submitted an appli-
cation for premarket approval of the

-Amsof (deltafilicon A) Soft Contact

Lens to FDA on April 6, 1977. The ap-
plication was reviewed by the Oph-
thalmology Device Classification
Panel, an FDA advisory committee,
which recommended approval of the
application. On June 30, 1978, FDA ap-
proved the application by a letter to
the sponsor from the Director of the
Bureau of Medical Devices.

Before enactment of the Medical

Device Amendments of 1976 (the
amendments), soft contact lenses were
regulated as new drugs. Because the
amendments broadened the definition
of the term “device’ in section 201(h)
of the Federal Food, Drug, and Cos-
metic Act (21 U.S.C. 321(h)), soft con-
tact lenses are now regulated as class
III devices (premarket approval). As
FDA explained in a notice published
in the FEpERAL REGISTER 0f December
16, 1977 (42 FR 63472), the amend-
ments provide transitional provisions
to assure continuation of premarket
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