


DEPARTMENT OF HEALTH,
EDUCATION, AND WELFARE
Food and Drug Administration
CERTAIN £:0LGGICAL PRODUCTS

Reguest for Data and Information Regard-
ing Saicly, Cifecliveness, and Labeling
Revievs
The Pood and Drug Administration is

continuing its review of all licensed hio-

jogical preducts o determine that they
are safe, efeelive, and not misbranded
under preserined, recommended or sug-
gested conditions of use. This notce is
prompted by the. eliinination of tiwree
previously planned patels, nameiy: ‘The

Panel on Roview of In Vitro Diagnostic

Reagenis, the Panel on Review of Im-~

mugie - Serunis, Aniitoxins,; end _Anti-

venins, and the Panél on Review of Misy
caltaneous Binlozieal Products. Products

from these tlarse panels ave being @s-

tributed lo thie vemainiig six advisory

review pancls, some of which are already
constituted and others which arve in the
process of bzing formed. Also, eleven
products ave belag tronsferved from the

Paasl on Neview of Blood and Blood

Derivacdives.

The final order outlining the proce-
dures and expizining the purpose of this
review vwos subiished in the FLorranL REG-
1sTer of February 13, 1973 (33 ¥ri 4319,
To fociiitate this review and to provide
all Interested persons an gpvoriunivy to
present, for the consideraticn of the
reviewing panels. the hest dalo and in-
formation avaiiable to suppors the stated
clafizs for this group of mi,cellaneous
bioioxical produeis, submission of data,
punlished and unpublished, and osthe
information partinent to ihe products
Iisted is linveby scliciied.

* Accerdingly, notice is hereby given
that all data and information rezarding
the safewy snd effectiveness of the fol-

lowing licensed biclogical products shalle-

pe sub.niited:

I. To be considered by the Panel on
Review of Bacterial Vaccines and Tox-
oids with Standards of Potency:

Botullsm Antitoxin.

Coilagenass,

Diphitheriz Antitoxin.

Fibrinaivein (IIuman),

Fiorinotrsin and Desoxyribonuclease Come
bined (Doviue),

Fibrinolysin and Dasoxyribonuclease Com-
bined (Boving) with Chloramnhénicol.

Gas Gangrene Polyvalent Autitoxia,

Hacmophills Infuenzae Typing Serum,

Fertussis Inuntine Globulin,

Staphylococcus Antitoxin,

Streplokinasse,

Streptokinase-Streptodornase.

Tatanus Antivoxin,

Tetanus & Gas Gangrene Polyvalent Antis
toxin.

Tetanus loymune Globulin,

II. 'To be cousidered by the Panel on
Review of Viral and Rickeitsial Vace
cines:

Antiradbies Serum,

Lrmune Globulin (Human), Yepsin-Modl~
fied.

Immuue Secum Globulin (Human).

Meantes Innaane Globulin,

Munips Immaiine Globulin,

vaecotnta Iinmune Globulin,

III. To b considered by the Manel on
Tleview of Allergenic Extracls:
His{amine Azoprotein.
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The format of the submission shall be
in accordance with £ 601.25B)(3) (21
CFR 611.95(h) (3) ), excep! as eixvrnzed in
this Feoerar ReG1sTER hotice, Tihe Com-
missioner has conclided that some
changes and clavificatisns are reguired
for these products if the panst is $o ob-
tain the information neaded for this
review. The data required v these
changes are necessary since cdiferences
in propagation techininues and manvfac-
turing prosesses ave critical in determine
ing the quality and specifications of excn
particular finished produc:. Gaeric de-
scrintions of production methods for a
particular biclozical product, or datz and
studics relating to the same product
processed by a different manufacturer
may nct always be suilicient to support
the safety or effcctiveness of any par-
ticular product.

"herefore. the submissions for these:
products shall foilow the prescri
mat incorporating tite following cnanges
and clavifications as appiiczbie:

1. Items X and IT arve unchol.zzd.

o ¥or ivem IIX, manufaciurers of the
products shall provide, in addiiien to
the complete guanitative composition:

a. A desoription of the step-by-step
manufaciuring procedures currently em-
ployed;

b. Data on any preservatives. stabiliz-
ers, or adjuncts used efther in the final
product or employed in the manufactur-
ing process;

c. A complete description of the bio-
logic sourcets) of all raw mater:als giv-
ing, where applicable, the species and
types of animals used, the currant types
or strains of mdcroorganisms used in-
cluding their passage history and culti-
vation procedmres, extraction or concen-
tration techniques, storage methods,
and all such pertinent information in-
cluding any changes in these maiters
since original product liceusure;

d. A description of the test methods
used to demonstrate specificity, votency,
purity, safety, and stability; and

e. Data indicating the means employed
to assure that the culture medium vsed
for the propagation of any microorga-
nism does not contain ingredients cap-
able of producing allerzenic eflecis In
human subjects where applicatie to the
product.

3. For items IV, V, snd VI, manufac-
turers shall provide all existing data
which are applicable to, or in Girect sup-
port of, the specific product as currently
produced by tiie manufacturer. When
published literature or other reference
dota iz cited, it shall be made clear
whethoer it refers to the srecific studies
which apply to the eempany's produict, as
deseribed In the submission. cr vhether
it is a part of the general literature per-
tz2ining to the produect genevicaily, If a
manuincturer’s current finished product
is produced in any manner other than
yeferenced in the literature, or other
daata submitted in support of a similar
product, the equivalency of the gualita-
tive and quantitative compositions shall
be Klentifled oud compared. A concise
swnmary of the data contiined in the
rveforence material and a precise stale-
ment of ow it supports the cizims made
for the product shall accomparny the list
of references.
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4. In the matter of documented e
reports for item V, “Huma“n sug:: te (é!;n‘:t}tsg
and item VI, “Efficacy data.” uﬁmzmz;s
citations of individual case renorts are
not necessary. Instead, a tabular s{:'n:
mary of data available, includin~y the
salient features concerning the v .:ent
tested, the results ohiained and e«
of reactions observed shall be pro-ided
for us by the panel. However, the raw
data shzall be available for insvec:ion. or
duplication for submission. shouid trne
panel findd it necessary ab a later date,

5. In submitting pertinent marvkezing
experience as required in item ¥, nara-
graph C.4, each manufacturer shell fist
the number of doses distribuied annuaily
fog ti;e past 5 years. .

. For ilem VII the rationale for i
recommended dosages shall a}gozg; ﬁiﬁ
cluded in the summary. '

7. Item VIIT isunchanzed.

To assure a complete znd fully -
formed review of this category, the panel
may request additional daia or infor;vw-
tion from producers of the licensed orbé~
ucts urder review, il

To be considered, 12 eopics of the cain
and. information, presenied ia the p“é:
seribed format, must be submitted m'or

before August 19, 1974, to: i

,Oflice of Efficacy Review. Bursau of Biclogics

(HFB-5), Bullding 29, Room 121. £EC
Rockville Bike, Bethesdn, Md. 20018, >

. Any.ot_her dala and informaticn whict
is avmlao{e and pertinent to ihis chte-
gory of })mloglca] procducts is solicited
from all interested persons.

Dated: June 10, 1974,

Sam D. Fine,
Associate Commissioner
Jor Comnliaice.
[FR Doc.74-14015 Filed 6-18-74;8:45 am}
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