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21 CFR Parts 600, 606, 610, 620, 630,
640, and 660

[Docket No. 80N-0053]

Changes in Proper Names of Certain
Biological Products

AGENCY: Food and Drug Administration.

Administration (FDA) is amending the

biologics regulations by GihEngingthe

The
“proper name" of a product is the name
that FDA requires that manufacturers
use on the label of the product. FDA is
taking these actions to reduce the length
of a name, more accurately identify a
product, or make the name more
consistent with the name of the same
product in the United States
Pharmacopeia (U.S.P.) or in the United
States Adopled Names (USAN).
EFFECTIVE DATE: January 29, 19886 for all
affected products initially introduced or
initially delivered for introduction into
inlerstate commerce. See Supplementary
Information for full discussion of
proposed effective date,

FOR FURTHER INFORMATION CONTACT:
Joseph Wilczek, Center for Drugs and
Biologics (HFN-368), Food and Drug
Administration, 5600 Fishers Lane,
Rockville, MD 20857, 301-443-1306.

SUPPLEMENTARY INFORMATION: In the
Federal Register of October 31, 1080 (45
FR 72404), FDA proposed to change the
proper names of more than 50 biological
products, including various blood, viral,
and bacterial products, antivenins, and
one category of allergenic extracts, and
update applicable regulations in 21 CFR
Parts 600 through 660 to reflect these
new proposed proper names, (The term
“proper name" is defined in 21 CFR
600.3(k).) Further, FDA proposed to
reorganize and clarify 21 CFR 610.53(a)
concerning the prescribed dating periods
for licensed biological preducts. FDA
also proposed to delete the names of 30
biological products in 21 CFR 610.53(a)
that are no longer licensed and add the
names of 11 biological products that are
licensed now but are not listed in the
regulations. FDA developed and issued
these regulations in collaboration with
the United States Adopted Names
Council (USAN) to designate meaningful

and distinctive nonproprietary names
for these biological products. USAN is
sponsored by the American Medical
Assoclation, the United States
Pharmacopeial Convention, and the
American Pharmaceutical Association.

FDA provided a public comment
period of 60 days on the proposal.
However, in response to a request from
a manufacturer, FDA extended the
comment period an additional 60 days
Federal Register of December 9, 1980; 45
FR 81065).

FDA received 37 letters in response lo
the proposal and several of these letters
contained more than one comment
Eight letters expressed approval of the
amendments as proposed, eight other
letters expressed approval of the
amendments with some reservations,
and the remaining letters contained
general comments or suggestions of
alternative names. Because certain
comments objected to the proposed
changes in proper names of one or more
products or upon reconsideration, FDA
advises that in the final rule about 30
percent of the proper names that FDA
proposed to change were not changed.
For more detailed information, see table
I at the end of the preamble to this final
rule. Summaries of all of the comments
and FDA's responses follow:

1. One comment noted a discrepancy
concerning the modifier to be used with
the proposed proper name of each of
several blood and blood products.

FDA agrees with the comment. In
several instances in the proposal, FDA
identified incorrectly a proposed proper
name with a modifier as the p
name. Accordingly, in the final rule FDA
is excluding any modifier from the
proper name of a product. Examples
follow:

Proper name Proper name with moditier

Reo oo cals .| Red blood cols deghycemniaed,
Fad blood celts | Red blood cells frozen,

Whole biood..... .| Whole blood cryoprecipiiate re-
moved.

2. Two comments suggested new
names for five products but gave no
reasons why these names should be
used instead of the names that FDA
proposed.

FDA disagrees with the comments.
FDA believes that the names that were

suggested offer no advantages over the
nsmes that FDA proposed. Accordingly
FDA is rejecting the suggesied name
changes above for these products. [See
also FDA's response in paragraph 29

3. One comment stated that proposed
§ 600.13 concerning retention sample
requirements is not accurate because
§ 600.13 lists some but not all of the
products in proposed § 600.15, Section
600.15 specifies temperatures of
products to be maintained during
shipment.

FDA disagrees with the comment
Section 600,13 lists certain products and
categories of products that are exemp!
from the retention sample requirements.
Section 800.15 is unrelated to § 600.13.
Section 600.15 specifies temperatures of
products to be maintained during
shipment. All products shown in
§ 600.15 should not be listed in § 600.13,
because all of the products in § 600.15
are not exempt from the retention
sample requirements.

4. One comment stated that proposed
§ 800.15(a) does not state whether
freshly collected whole blood may be
shipped before the blood has cooled o
10 *C or colder, as described in
proposed § 640.6(b) in FDA's proposal of
October 31, 1980 (45 FR 72422).

FDA agrees that proposed § 600.15(a)
should be clarified. Accordingly, in the
final rule FDA is amending § 600.15(a) to
incorporate transit storage temperature
requirements.

5. One comment on proposed § 600.15
stated that the name Red Blood Cells
should not be identified with the phrase
“fliquid product)”, because the phrase
could easily be mistaken for a proper
name, & modifier, or a qualifier.

FDA disagrees with the comment.
FDA believes that the phrase “{liquid
product)" that is not capitalized and is
placed in parentheses helps to clarify
the form of the product that is affec'lcd
by the requirement and the phrase is no!
part of the proper name of the product!.
Accordingly, FDA rejects this comment.

8. Two comments on proposed
§ 610.53(c) stated that the dating periods
are incarrect for some products. One
comment stated that the dating periods
for antisera are unrealistic and wasteful

FDA disagrees with the comments.
The dating periods listed in proposed -
§ 610.53 are minimum dating periods for
the products. FDA notes, however. that
there could be instances where even
shorter dating periods may be necessary
to maintain product safety or potency-
Therefore, FDA considers the “minimum
dating period” to be the dating period.
based on usage, clinical experience. o.b
laboratory testing which initially may b€
assigned to a product before the
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manufacturer completes extended shelf
life stability studies. As an amendment
to its product license, a manufacturer
may submit stability data to the

Director, Center for Drugs and Biologics.

to support a dating period longer than
the minimum dating period shown in

§ 610.53. Accordingly. in the final rule
FDA is changing § 610.53(a) by inserting
the word “minimum™ in the first
senlence.

7. FDA proposed in § 610.53 to delete
the 10-year dating period for Albumin
(Human) packaged in hermetically
sealed metal containers. Two comments
suggested that the 10-year daling period
for Albumin (Human) packaged in
hermetically sealed metal containers be
retained, because the Department of
Defense still uses the product packaged
in this manner.

FDA agrees with the comments.
Accordingly, in the final rule FDA is
retaining the 10-year dating period for
Albumin (Human) packaged in
hermetically sealed metal containers.

8. One comment on proposed
§ 610.53(c) objected to the proposal to
change the name of Allergenic Extracts,
Alum Precipitated, to Allergenic
Extracts Adsorbed, because the
manufacturers’ administrative and
financial costs from revising all labels
and labeling of alum precipitated
allergenic extracts would well exceed
any expected benefit from consistency
In names with other adsorbed products.

FDA now believes that only minimal
benefits would result from the roposed
:hunge in the name. Accordingly, in the
hinal rule FDA is retaining the current
proper names of these products.

8. Four comments on proposed
1 610.53(c) concerned the proposed
Proper names of the antivenins and the
proposed word change of “antivenin® to

JAntivenom.” One comment suggested
e name Antivenom Black Widow
Spider as an alternative to the proposed
fame Antivenom Widow Spider,

*tcause the proposed name suggests
‘at this antivenom may have a broader
*pecificity than has been demonstrated.
“0r a similar reason, another comment
ubjected to the proposed name
:\'.ml'.'gnom Coral Snake and suggested
'flaining the name Antivenin (Micrurus

“lvius) for this producl. One comment
Surgested adding a comma after

Copperhead™ in the proposed name
Antivenom Rattlesnake, Copperhead
;qu Moccasin. One comment suggested
"4t the current name of all antivenins
/'\" retained and that the proposed name

ntivenom Rattlesnake, Copperhead
'i_nd Moccasin is incorrect, because no
““Pperhead or moccasin venom is used
;” the manufacture of this product.
"stead, the venom of a tropical

American pit viper is used in the
manufacture of this antiserum.

FDA recognizes that confusion may
result from changing the names of
antivenins to the common names that
were proposed, particularly if the
products were to be exported to another
country where the.common name may
represent a different genus or species.
Thus, FDA agrees with the comments
that suggested that the current proper
names be retained without change.
Accordingly, upon reconsideration, FDA
is retaining the current names listed in
the biologics regulations for these
products. In addition, FDA is retaining
the word "antivenin” rather than the
proposed word “antivenom."

10. One comment on proposed
§ 610.53(¢) noted that four products
(Granulocytes, Pheresis; Granulocytes,
Pooled; Granulocytes Platelets Pheresis;
and Recovered Plasma, Pooled) that
were listed in the Guideline for the
Uniform Labeling of Blood and Blood
Components that FDA made available in
the Federal Register of October 31, 1980
(45 FR 72416) were not included in
proposed § 610,53. Another comment
suggested changing the proper name
Recovered Plasma to Source Plasma,
Recovered.

FDA advises that the four products
identified by the comment were not
licensed at the time of the proposal and
thus were not included in proposed
§ 610.58. The three granulocyte
preparations and Recovered Plasma still
are unlicensed. FDA believes that the
proper name Recovered Plasma is
widely accepled and understood by the
blood banking community and,
therefore, FDA rejects the suggested
name change for that product.

11. One comment on proposed .
§ 610.53(c) suggested reversing the order
of the words in the names of all immune
globulins so that they could be listed
together,

FDA agrees in part and disagrees in
part with the comment. FDA does not
believe that it is necessary to change the
names of all iInmune globulins to list
them together in the regulations.
However, FDA agrees that listing the
immune globulins together will aid in
locating these products in the dating
period listings. Accordingly, in the final
rule FDA is reorganizing § 610.53 so that
all immune globulin products are listed
together. Likewise, FDA is reorganizing
§ 610.53 so that all plasma products are
listed together.

12. Two comments on proposed
§ 610.53(c) concerned the proposed
proper name Rh,(D) Immune Globulin.
One comment suggested substituting the
name Rh Immune Globulin, because the
product is almost universally known as

Rh Immune Globulin or RhoGam. One
comment stated that the proposed
proper name of this product should be
D(Rh,) Immune Globulin, for
consistency with the nomenclature of
Blood Grouping Sera.

FDA disagrees with the comments.
FDA believes that the most important
part of the product name, i.e., Rh,(D),
should appear first. FDA rejects the
suggested name D{Rh,) Immune
Globulin because the product is used
therapeutically to prevent Rh hemolytic
disease. Accordingly, in the final rile
FDA is continuing to use the § 610.53(c)
the current proper name Rh (D) Immune
Globulin (Human). (See also FDA’s
response in paragraph 29.)

13. One comment on proposed
§ 610.53(c) suggested that the name
“"Measles and Mumps Virus Vaccine,
Live" be changed by deleting the
comma, to be consistent with similar
products and the nomenclature in the
USP.

FDA agrees with the comment. FDA
proposed this change in the codified text
of § 610.53(c) in the proposal of October
31, 1980, but FDA mistakenly omitted it
from the name change amendments
listed in the preamble to the proposal.
Accordingly, in the final rule FDA is

) ! Eqnllfyins the product as Measles and

mps Virus Vaccine Live,

14. One comment recommended
deleting Mumps Immune Globulin from
proposed § 610.53(c), because action has
been taken taken by FDA to revoke
product licenses for this product.

FDA agrees with the comment. After
FDA published the proposal in the
Federal Register, FDA revoked the
licenses of 12 products in addition to the
30 products FDA proposed be deleted. In
a final rule published in the Federal
Register of June 8, 1982 (47 FR 24696),
FDA deleted the following six products
from § 610.53: Adenovirus and Influenza
Virus Vaccines Combined Aluminum
Hydroxide Adsorbed, Adenovirus and
Influenza Virus Vaccines Combined
Aluminum Phosphate Adsorbed,
Adenovirus Vaccine, Mumps Immune
Globulin (Human), Rocky Mountain
Spotted Fever Vaccine, and Typhus
Vaccine. Accordingly, in this final rule
FDA is deleting the following 35
products from § 610.53: Aggregated
Radio-lodinated (I'*') Albumin (Human),
Anti-Human Chorionic Gonadotropic
Serum, Cobra Venom Solution, Cobra
Venom Solution with Silicic and Formic
Acids, Diphtheria and Tetanus Toxoids,
Diphtheria and Tetanus Toxoids and
Pertussis and Poliomyelitis Vaccine
Adsorbed, Diphtheria and Tetanus
Toxoids and Pertussis Vaccine,
Diphtheria and Tetanus Toxoids and
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Pertussis Vaccine Adsorbed and
Poliomyelitis Vaccine, Diphtheria and
Telanus Toxoids and Poliomyelitis
Vaccine, Diphtheria Toxoid and
Pertussis Vaccine, Diphtheria Toxoid °
and Pertussis Vaccine Adsorbed,
Fibrinogen (Human), Fibrinogen with
Antihemophilic Factor (Human), Gas
Gangrene Polyvalent Antitoxin,
Haemophilus Influenzae Typing Serum,
Histamine Azoprotein, Leukocyte
Typing Serum, Lymphogranuloma
Venereum Antigen, Measles Immune
Clobulin (Human), Modified Plasma
(Bovine), Mumps Vaccine, Poliomyelitis
Vaccine Adsorbed, Polyvalent modified
bacterial antigens with “No U.S.
Standard of Potency,” Pseudomonas
Polysaccharide, Radio-Chromated (Cr*Y)
Serum Albumin (Human), Radio-
lodinated (I'**) Serum Albumin
(Human), Radio-lodinated (1'*') Serum
Albumin (Human), Reagent Blood Group
Specific Substances A and B, Russell
Viper Venom, Schick Test Control,
Staphylococcus Antitoxin,
Staphylococcus Toxoid, Streptokinase-
Streptodornase, Tetanus and Cas
Gangrene Polyvalent Antitoxin,
Trichinella Extract. Also, FDA
to codify existing dating periods for 11
licensed products which previously had
not been listed in § 610.53. After
publication of the proposed rule, FDA
revoked the product license for 1 of the
11 products, Anticarcinoembryonic
Antigen Serum, and has issued product
licenses for 14 additional products.
Accordingly, in the final rule FDA is
identifying in § 610.53 dating periods for
the following new products: Adenovirus
Vaccine Live Oral Type 4;: Adenovirus
Vaccine Live Oral Type 7; Anti-Inhibitor
Coagulant Complex; Asparaginase;
Hepatitis B Immune Globulin (Human);
Hepatitis B Vaccine; Immune Globulin
Intravenous (Human); Lymphocyte
Immune Globulin, Anti-Thymocyte
Globulin (Equine); Meningococcal
Polysaccharide Vaccine Group A;
Meningococeal Polysaccharide Vaccine
Group C; Meningococcal Polysaccharide
Vaccine Groups A and C Combined;
Meningococcal Polysaccharide Vaccine
Groups A, C, Y, and W135 Combined;
Pertussis Vaccine Adsorbed;
Pneumococcal Vaccine Polyvalent;
Rabies Immune Globulin (Human); Red
Blood Cells Deglycerolized: Skin Test
Antigens for Cellular Hypersensitivity;
Source Leukocytes; Therapeutic
Exchange Plasma; Thrombin
Impregnated Pad; Varicella-Zoster
Immune Globulin (Human).

15. One comment on proposed
§ 610.53(c) suggested that the storage
temperature for Liquid Plasma be

hl;cluded in column D under both (a) and
(b). :

FDA agrees that this suggested change
will clarify the regulations. Accordingly,
in the final rule FDA is presenting the
storage temperature for Liquid Plasma in
column D under both (a) and (b).

16. One comment on proposed
§ 610.553(c) suggested that reversing the
order of the words in the proposed
names of some plasma and red blood
cell products would allow the proper
name and common name to be the same.

FDA agrees that reversing the order of
the words in the proposed proper names
of some plasma products will clarify the
regulations. Accordingly, in the final
rule FDA is changing the following
proposed proper names to read as
follows:

“Proposed proper name Proper name in final rule

Plasma fesh bozen .| Froah frozwn plasma.
Plasma houid pls
Plasma platedot rich | Platelet rich plysma.

17. One comment on proposed
§ 610.53(c) stated that the information
regarding dating periods for Plasma
Protein Fraction in column D were
confusing and suggested that the dating
period regulations for this product be
consistent with the dating period for
Albumin.

FDA accepts the comment. In the final
rule FDA is revising the information in
the dating period regulations so that the
requirements regarding manufacturer’'s
storage temperature are consistent for
Plasma Protein Fraction (Human) and
Albumin (Human). 5

18, One comment on proposed
§ 610.53(c) suggested reversing the order
of the names of anticoagulated products,
e.g.. ACD Red Blood Cells and CPD
Whole Blood, because the name of the
product is more important than the
name of the anticoagulant.

FDA disagrees with the comment.
FDA sees no advantage in having the
name of the anticoagulant following the
name of the product. In addition, for
consistency with the terminology in the
U.S.P., FDA believes that the name of
the anticoagulant should precede the
name of the product.

19. One comment on pro
§ 610.53(c) stated that the hematocrit
should be less than 80 percent for 35-day
dating of CPDA~1 Red Blood Cells and
questioned whether this infarmation
should be added to § 610.53.

FDA disagrees with the comment.
FDA believes that it is inappropriate for
hematocrit levels to be included in the
dating period listing in § 610.53. Rather,
a blood establishment should include
this information in the blood

establishment’s standard operating
procedures and in its product license
application. FDA also advises that it
currently is reviewing all blood
regulations and evaluating hematocrit
levels.

20, Two comments noted that no
provision was made in proposed
§ 610.53(c) for Tuberculin, Old, on a
multiple puncture device and also
questioned why Tuberculin, Old,
containing at least 50 percent glycerin
was no longer identified.

FDA agrees that Tuberculin, Old, on &
muitiple puncture device should have
been listed in § 610.53(c) and in the final
rule FDA is including this product. FDA
advises that Tuberculin, Old, containing
at least 50 percent glycerin was
excluded from proposed § 610.53(c)
because the product is no longer
manufactured under license.

21, One comment on proposed
§ 630.10 suggested deleting the comma
in the proposed name Poliovirus
Vaccine Live Oral, Trivalent, as well as
the comma in each of the proposed
names of the three monovalent vaccines.

FDA agrees with the comment. In the
final rule FDA is deleting each of the
commas. FDA notes, however, that only
Poliovirus Vaccine Live Oral Trivalent is
licensed for distribution. FDA has
licensed and is releasing the three
monovalent vaccines only for use in
manufacturing the trivalent product.

22. One comment on proposed
§ 630.80 objected to the proposed name
Measles-Smallpox Vaccine Live and
suggested the name “Measles Live and
Smallpox Vaccine" for two reasons: (1)
the hyphen is unnecessary and should
be replaced by the customary word
“and”; and (2} the word "Live" should
be placed after “Measles,” not at the
end of the proper name, to distinguish i!
from the inactivated form.

FDA agrees with the comment.
Accordingly, in the final rule FDA is
changing the proper name of the produc!
o es Live and Smallpox Vaccine.

23. One comment on proposed § 640.
(c) and (h) stated that the term
“Heparinized" in the product name
“Heparinized Whole Blooﬁ slumlc*lt b:(
changed to “"Heparin," to be consiste
with the practice of preceding the prope’
name with the name of the specific
anticoagulant used.

FDA agrees with the comment.
Accordingly, in the final rule FDA is
changing the name of the product to
Heparin Whole Blood.

24. One comment on propoeed” 3
§ 640.5(c) stated that Rh 'ms _:;{f““‘
should not be changed to* P!
serum because refers to ABO and
type refers to Rh and other factors.
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FDA disagrees with this comment.
FDA believes that Rh now is considered
a group like ABO. FDA is not changing
the regulation as suggested.

25. FDA received five comments on
proposed §§ 840.6 and 640.7 concerning
the proposed name Whole Blood
Plutelets and/or Cryoprecipitate
Removed. One comment stated that
Whole Blood, Modified, Platelets
Removed, and Whole Blood, Modified,
Cryoprecipitate Removed, should not be
combined into one proposed name,
because many physicians would not use
the product for hemophiliacs if the label
stated “Platelets and/or Cryoprecipitate
Removed," when in fact only the
Platelets had been removed. One
comment stated that the name Whole
Blood Platelets and/or Cryoprecipitate
Removed is more cumbersome than
Whole Blood (Human) Modified and
suggested the names Blood, Platelets
and/or Cryoprecipitate Poor; Whole
Blood, Modified: Blood, Whole Blood,
Modified; or Blood, Medified, as
alternatives. One comment suggested
inserting a comma or dash between
Whole Blood and the component
removed for clarification. One comment
proposed two separate names—Platelets
and Platelets Cryoprecipitate
Removed—while another comment
suggested two other separate names—
Whole Blood Platelets Removed and
Whole Blood Cryoprecipitated AHF
Removed.

FDA agrees that the name Whole
Blood Platelets and/or Cryoprecipitate
Removed is cumbersome. FDA believes
that it is important for physicians
Ireating hemophiliacs to know if the
Cryoprecipitate has been removed from
the product. Further, FDA believes that
I! is unnecessary to indicate whether
platelets have been removed because
the blcod would have to be very fresh
for the platelets to be of value. Further,
FDA does not believe that a comma or
dash is necessary between the proper
name and the modifier because the
proper name and modifier appear on a
different line on the label. FDA does not
believe that the comment suggesting the
names Platelets and Platelet
Cryoprecipitate Removed should be
adopted. The s ted names do not
indicate that the product is whole blood
that lacks platelets and cryoprecipitate,
FDA has evaluated all alternative
Proper names and concludes that the
l\"'}’Per name of the product should be

Vhole Blood Cryoprecipitate Removed.
Accordingly, in the final rule FDA is
“hanging the proper name in §§ 640.6
and 640.7 to Whole Blood

'Yoprecipitate Removed.

26. One comment on proposed
§ 640.20 urged retention of the name
Platelet Concentrate, because it is
essential to differentiate this product
from Whole Blood, Platelets and/or
Cryoprecipitate Removed.

FDA disagrees with this comment.
FDA believes that the name Platelet
Concentrate does not identify the
product more clearly than the proposed
name Platelets and the comment
misunderstood that the second product
as Whole Blood from which Platelets or
Cryoprecipitate or both have been
removed. Accordingly, in the final rule
FDA is adopting the name Platelets as
proposed.

27. One comment on proposed
§ 640.34(d) stated that the term cubic
milliliter should be cubic millimeter and
that the phrase “250,000 platelets per
cubic milliliter” should be “400,000
platelets per microliter.”

FDA agrees in part and disagrees in
part with the comment. FDA agrees that
the term “cubic milliliter” is incorrect.
Indeed, in the editorial revisions FDA
published in the Federal Register of
March 29, 1983 (48 FR 13052), the term
“cubic milliliter" was corrected to read
“microliter.” FDA disagrees that the
number of platelets should be increased
from 250,000 to 400,000, because this
action would result in wasting otherwise
useful platelet preparations that could
be used for treating pediatric patients.

28. Two comments on proposed
§ 640.50 objected to the proposed proper
name Cryoprecipitated AHF. One
comment stated that the abbreviation
AHF is too subjective and uninformative
and urged that the name
Cryoprecipitated Antihemophilic Factor
be retained. Another comment stated
that it is misleading to call the product
Cryoprecipitated AHF because it
contains fibrinogen and von Willebrand
factor in addition to Antihemophilic
Factor. The comment suggested the
name Cryoprecipitate be used, because
the term is well recognized and widely
used.

FDA disagrees with the comments.
FDA believes that the proposed name
Cryoprecipitated AHF is clear,
informative, and in keeping with the
principle of reducing the length of proper
names wherever possible. FDA notes
that the suggested proper name
Cryoprecipitate is indeed uninformative
and ambiguous. The term
Cryoprecipitate can be used to identify
any number of biological products and
is, therefore, unacceptable. Accordingly,
in the final rule FDA is retaining the
proposed proper name Cryoprecipitated
AHF in §§ 600.13, 600.15, 606.120, 610.11,

610.12, 810.53, 640.34, 640.50, 640.52,
640,53, 640.54, 640.55, and 640.56.
29. Five comments on proposed

* § 640.80 noted that the proposed proper

name “Albumin" was inconsistent with
the name “Albumin Human" in the
current U.S.P. Two comments
recommended retaining the word
“Human" in the proper names of
fractionation products, such as albumin,
because blood products of animal origin
are still available.

FDA agrees with these comments.
Accordingly, in the final rule FDA is
retaining the word “Human" in the
proper names of the following products
because similar blood products of
animal origin are still available:
Albumin (Human), Antihemophilic
Factor (Human), Fibrinolysin (Human),
Hepatitis B Immune Clobulin (Human),
Immune Globulin (Human), Pertussis
Immune Globulin (Human), Plasma
Protein Fraction (Human), Rabies
Immune Globulin (Human), Rh,(D)
Immune Globulin (Human), Tetanus
Immune Globulin (Human), Vaccinia
Immune Globulin (Human).

30. Three comments on proposed
§ 660.28 concerned Blood Grouping
Serum products. One comment stated
that Anti-Colton® is the synonym for
Anti-Co®. One comment noted that the
synonym for Anti-CDE is Anti-Rh,' ",
not Anti-Rh,' ". One comment neted the
omission of the bars over the letters in
Anti-c, Anti-e, Anti-k, and Anti-s and
stated that the bar could be eliminated
over the letter e but should be retained
for each of the letters ¢, s, and k to
differentiate the lower case letters from
the upper case letters. _

FDA agrees in part and disagrees in
part with the comments. FDA has
considered adding Anti-Colton® to the
table in § 660.28(d) as a synonym for
Anti-Co®, but now believes that
confusion and typographical errors can
be avoided by not listing each Blood
Grouping Serum specificity in § 610.53.
Instead, FDA is amending § 610.53 to
state that all liquid Blood Grouping
Serum products have a minimum dating
period of 2 years, whereas all dried
Blood Grouping Serum products have a
minimum dating period of 5 years. The
second and third comments deal with
typographical errors that are corrected
in this final rule. FDA notes that it has
already eliminated the bar over the
letter e in the biologics regulations (48
FR 13025; March 29, 1983).

31. Six comments concerned the
proposed effective date of the final
regulation (180 days after publication of
the final regulation). The comments
suggested changing the effective date to:
18 months (one comment); 1 year (one
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comment); 1 year or varying effective
dates for different products {one
comment); 1 year or when supply of
labels run out (one comment); and 2
years (two comments). One comment

also suggested that FDA allow the use of

“mixed" labeling (both new names and

former names) before the effective date.
FDA essentially agrees with the

suggestions of the comments regarding

the need for a later effective date for the

final rule. Accordingly, FDA is changing
the effective date to January 29, 1986,

which is 1 year after publication of this

regulation. Also, FDA is allowing

manufacturers to voluntarily begin use

of labeling including the new proper
name of a product along with labeling

product, provided that such

including the former proper name of the

manufacturers aler! their consignees or

customers of any significant
inconsistencies in the proper name of
their products. Any product subject to

this final rule that is initially introduced

or initially delivered for introduction

into interstate commerce on or after
January 29, 1986 shall bear labeling
including the new proper name of the
product established herein.

Table I

For each product subject of a
proposed change in proper name that
was included in the proposal of October
31, 1980; FDA is listing below the current
codified name, the proposed name, and
the new proper name, if any, established
herein.

Curront codified name

n«wmmumu:“nmuwm fral

‘.Soueo,'
No eh

salvaged
e In current codiied name (sea proamble paragraph 29)

dard

Ivo oral

hovirus vacone live oral type L

.| Poliovicus vacone Iive oral type Il

Poliovirus vaczine live oral type L

Dphiheria and tetanus 10x0ids and porniyssn vaccioe ad.

Anthvax vacone

Dphthena and 1etanue 1000ids and Periusss and poloviFus
Dphthena 8nd tetanus toxods and perlusta vacone ad-

nisorbed.
Product no longer koansed (see proamble paragraph 14)

Product no langer koensod (see proamblo paragrapp 14).

sorbed and polomyuits vaccine. sorbed and pol ACOH
Tatanus and Gphth ds adsorbod (for acult Use). | Tetanus and dphih s for st use ... Totanus and aphtherie toxoids adsorbed for adult use. ES
Antivenine .

Antiveren (Crotoldae) polyvalent oo Antivenom rattiesnake copper head and moccasin ... -......lnocnng- in curent codified name (soe proamble parsgraah &

A n (Iactrod o] ATHVONOM WADCW SO s Do

ANIVOren (Micrunus IURIE) i ADIVONOM COA! S0k L Do "
Allergenic Extracts =

Alerg alum pe - “v‘J‘ Q0K @XURCIS RdSOrD ...._....A...-...immnweodldmmmm"
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Accordingly, FDA is updating any
applicable regulations in Parts 600
through 660 to reflect the new proper
names and is updating § 610.53(a)
concerning minimum dating periods.
Further, FDA is making minor clarifying
changes in the regulations. One of these
changes includes revising the terms
"Reference Measles Immune Globulin”
and “Reference Poliomyelitis Immune
Globulin" found in § 640,104 concerning
potency of immune serum globulins to
read “Reference Immune Serum
Globulin", The reference standard
labeled “Reference Immune Serum
Globulin contains antibodies to both
measles and polio.

The agency has determined under 21
CFR 25.24{d){10) (proposed December
11,1979, 44 FR 71742) that this action is
of a type that does not individually or
cumulatively have a significant impact
on the human environment. Therefore,
neither an environmental assessment
nor an environmental impact statement
is required.

Paperwork Reduction Act of 1980

¥DA is continuing unchanged any
collection of information requirements,
as defined in the Paperwork Reduction
Act of 1880, in the various sections of
the biologics regulations being amended
by this final rule.

The requirement for a regulatory
flexibility analysis under the Regulatory
Flexibility Act does not apply to this
final rule because the proposed rule was
issued prior 1o January 1, 1981, and is
therefore exempt. The economic impact
of this rule has been assessed in
accordance with Executive Order 12291,
Based on the assessment, the agency
concludes that the rule does not warrant
designation as a major rule under any of
the criteria specified under section 1(b)
of Executive Order 12291. The
dssessment done to make this
determination in on file with the
Dockets Management Branch (HFA-

405), Food and Drug Administration, Rm.

4-62, 5600 Fishers Lane, Rockville, MD

20857, :

List of Subjects in 21 CFR Parts 600, 606,
610, 620, 630, 640, and 660

Biologics: Blood, Labeling.

Therefore, under the Federal Food,
Drug, and Cosmetic Act (secs. 201, 501,
502, 510, 701, 52 Stat, 1040-1042 as
dmended, 1049-1051 as amended, 1055~
1056 as amended, 76 Stat. 794-795 as
fi:!)ended (21 U.S.C. 321, 351, 352, 360,
371)); the Public Health Service Act
ihﬁt'(;s. 351, 352, 353, 361, 58 Statl. 702-703
o5 amended. 81 Stat. 536 (42 U.S.C. 262,
dn:, 263a, 264)) and under authority
fltmgated to the Commissioner of Food
#nd Drugs (21 CFR 5.10), Chapter | of

Title 21 of the Code of Federal
Regulations is amended as follows:

PART 600—BIiOLOGICAL PRODUCTS:
GENERAL

1. Part 600 is amended:

§600.13 [Amended)

a. In § 600.13
revising “Whole Blood (Human),
Cryoprecipitated Antihemophilic Factor
(Human), Platelet Concentrate (Human),
Red Blood Cells (Human), Single Donor
Plasma (Human), and Source Plasma
(Human)," to read “Whole Blood,
Cryoprecipitated AHF, Platelets, Red
Blood Cells, Plasma, and Source
Plasma",

b. In § 600.15 by revising paragraph
(a) to read as follows:

§ 600.15 Temperatures during shipment.

(&) Products.
Product Temparature

Cryopreciptated AMF ... | ~18°Cor >
Measios and rubella virua | 10 °C or colder,
vaccne ve.
Moasles Sve and smalipox Do

vacoNe.
Monsies, mumps, and Do

wwus vaccine ive.
Measien and mumps virus Do,
vacone ve.
Mumps virus vaccing ive ... Do.
Fresh rozen plasema .| — 16 "C or colder,
Uoudplosma . to 10 *C.

‘a ~18 "C or colder.
Platelat rich p B 1 and W0°CH

the label

storage between 20 and
C.
Polovieus vacone e oral | 0 °C or colder.
ivalent.
Pollovrus vaccine va oral Do
tyoe L
Polovieus  vaccine e oral Do
type 0.
Pohoveus vaccne e oral Do
type
Red biood cells (hquid prod- | Between 1 and 10 °C.
wn
Red blood cefts rozen........| — 65 °C or coldor
RAubella and mumps virus | 10 “C or colder.
vacone ve.
Rubeila virus vaccine ve Do
Smalipon  vaccine  (iquid | 0 “C or cokdor
product),
S ~5 °C or colder

Source plasma igud .| 10 *C or coldes

PART 606—CURRENT GOOD
MANUFACTURING PRACTICE FOR
BLOOD AND BLOOD COMPONENTS

2. Part 606 is amended:
a. By revising the part heading to read
as set out above.

§606.120 [Amended]

b. In § 606.120 Labeling in paragraph
(b)(2) by revising "Source Plasma
(Human)" to read “Source Plasma™ and
in paragraph (b)(9) by revising
“Cryoprecipitated Antihemophilic
Factor (Human)” to read
*Cryoprecipitated AHF" and “Source
Plasma (Human)" to read "Source
Plasma".

PART 610—GENERAL BIOLOGICAL
PRODUCTS STANDARDS

3. Part 610 is amended:

§610.11 [Amended]

a. In § 610.11 General safety in
paragraph (g) by revising “Whole Blood
(Human)," “Red Blood Cells (Human),"
“Cryoprecipitated Antihemophilic
Factor (Human)," “Platelet Concentrate
(Human),” and “Single Donor Plasma
{Human)" to read “Whole Blood," “Red
Blood Cells,"” “Cryoprecipitated AHF,"
“Platelets,” and “Plasma", respectively,

§610.12 [Amended]

b. In § 610.12 Sterility in paragraph
{g)(4) removing “Leukocyte Typing
Serum” and by revising “Whole Blood
{Human)," "Cryoprecipitated
Antihemophilic Pactor (Human),"
“Platelet Concentrate (Human),” “Red
Blood Cells (Human),” “Single Donor
Plasma (Human),” and “Source Plasma
(Human),"” to read “Whole Bloed,”
Cryoprecipitated AHF,” “Platelets,”™
“Red Blood Cells,” “Plasma," and
“Source Plasma", respectively, and in
paragraph (g)(7) by removing, “and
Fibrinogen (Human)" and by revising
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“Normal Serum Albumin (Human)," to
read "Albumin (Human) and".

§610.13 [Amended]

¢. In § 610.13 Purity in paragraph
(a)(2)(ii) by revising “Measles Virus
Vaccine, Live, Attenuated: Measles-
Smallpox Vaccine, Live; Rubella Virus
Vaccine, Live;" to read “"Measles Virus
Vaccine Live, Measles Live and
Smallpox Vaccine, Rubella Virus
Vaccine Live,”; in paragraph (a)(2)(iii)
by revising “Modified Plasma (Bovine);
Thrombin; Fibrinogen; Streptokinase;
and Streptokinase-Streptodornase;” to
read “Thrombin and Streptokinase;” in
the introductory text of paragraph (b) by
revising “Cryoprecipitated
Antihemophilic Factor (Human); Single
Donor Plasma (Human); Source Plasma
(Human);" to read “Cryoprecipitate;
Plasma; Source Plasma;" in paragraph
(b){1)(i) by removing the phrase “and at
least 30 milligrams for Fibrinogen
(Human)"; and in paragraph (b)(1)(ii) by
removing "“Streptokinase-
Streptodornase, Aggregated Radio-
lodinated (1'*") Albumin (Human),
Radio-Chromated (Cr?’) Serum Albumin
(Human), Radio-lodinated (1'*%) Serum

Albumin (Human), and Radio-lodinated
(I'*) Serum Albumin (Human),”.

§610.15 [Amended]

d. In § 610.15 Constituent materials in
paragraph (a) by revising “Poliovirus
Vaccine, Live, Oral" to read “Poliovirus
Vaccine Live Oral'",

§610.51 [Removed]

. By removing § 610.51 Periods of
cold storoge.

§610.52 [Removed)

f. By removing § 610.52 Dating period.
8. By revising § 610.53, to read as
follows:

§610.53 Dating periods for licensed
biclogical products.

{a) General. The minimum dating
periods in paragraph (c) of this section
are based on data relating to usage,
clinical experience, or laboratory tests
that establish the reasonable period
beyond which the product cannot be
expected to yield its specific results and
retain its safety, purity, and potency,
provided the product is maintained at
the recommended temperatures. The
standards prescribed by the regulations
in this subchapter are designed to

ensure the continued safety, purity, and

" potency of the products and are based

on the dating periods set forth in
paragraph (c) of this section. Package
labels for each product shall recommend
storage at the stated temperatures.

(b) When the dating period begins.
The dating period for a product shall
begin on the date of manufacture, as
prescribed in § 610.50. The dating period
for a combination of two or more
products shall be no longer than the
dating period of the component with the
shortest dating period.

(c) Table of dating periods. In using
the table in this paragraph, a product in
column A may be stored by the
manufacturer at the prescribed
temperature and length of time in either
column B or C, plus the length of-time in
column D. The dating period in column
D shall be applied from the day the
product leaves the manufacturer's
storage, provided the product has not
exceeded its maximun storage period. as
prescribed in column B or C. If a product
is held in the manufacturer's storage
beyond the period prescribed, the dating
period for the product being distributed
shall be reduced by a corresponding
period.

*C (unloss otherwise o colder (unloss

B C

Manufacturer's storage pecod 1 10 5 | Menutacturer's storage period 0 °C
stated) Othorwmo stated)

6 months

3 yoars

O

Not apphcable.

3 yoans

() 10 yoars, if in & harmetically sealed mets!
and provided labaling - fecom-
mends storage betwoen 2 and 8 °C.

3 yoars.

1

B >

Not applcatio

O
e O

Allergonic Extracts, slum precipitated labeled “No. US. Stand-

‘wdw.

| 30 VSRR A s

2 yoars LT P,

Do.
45 days (from date of 3
1~Mﬁudm
- 2 yourn.
2yoars 8t 4 'C 22°C

2 yours,

5 yoars with sn itial 10 parcent axcess of
recOmmMends

st 37 °C o¢ cokder
storage st 37 °C oc g
S years with an initisl 10 percent axcoss of
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manutacturors
Marufactorers sioeage perod 1106 | Manudacturers storage perod 0 C Deting period after leaving .
Product < slorage when stored at 2 o 8 C(u‘lbu
C (unless otherwise stated) or colsor {unless otherwise stated) oMerwise tated)
A 8 C D
Blood Grouping Serums:
1, Liquid o Not appicatle.. Not app
2. Doed 1 you — . -
Hiood group sub AB = | eSO O . =
4000 Qroup sub A 0 e (s A S et
Blood group sub B8 o] O . ) .
Hotuism ansitoxin YIS S SRS ik g0 . e ] 5 yORIS with a0 initial 20 parcent excess of
potency.
Crolora —— __do NOt RPPRCADI®. ..o .| 18 montns.
Coccidions i S o - 3 yoars.
Colagonase c Rl O AP oot bt do. s—t —et 4mmmam) provded
9 go &t 37 'C or
coider,
yoprecipitated AFH. - . ) S P 32 - 12 fom the date of collecton of
source biodd, prowded labeling  recom:
mands storage at — 18 “C or cokler
Dehtheria Antitouin:
1. Ugquid 1 your b3y | S— et S yoars with an iniial 20 percent excess of
potency.
2 Dried....... . —— 50 - - - ) B yOBIS with a0 initial 10 porcent excess of
potency.
Dgreheria and totanus 10x0i0s and pertussis b O e IO = 18 h
Dgttheria and tetanus ids, ab r2d 30 medd CNRIIIE Ses SRR IR §
Dontheria tonin for schick test. e MIO " 1 your.
Deditheria toxold — 00 ST fallis” ¥ Sl s v mmadfat
Dprehena loxoks adsorbed . P r—— - Do,
Optithoria toxoid-schack test control ... Not app SR F L —— T
Factor 1X compk ..o e SO ~ 1 your (from dale of manufactung)
F ysa = 1 yoar 2 yoars e Mfdssmaden | 77\
Fixrinciysin and desoxyrido mbined (bovine) i o AL A S VT 3 yonrs, provided laboling recommends sior
#ge &t 30 °C or colger,
Fibrincly and o yribonuch i ovine) with | .. 00 .. - " g 3 ndod ds stor-
800 af 30 “C or colder.
Hepatts B surface anbgen:
1. Uniyophdiod costed red bicod celle .. | Not applicable ) -{ 14 days (from date of manulactre).
2 lodnated (1) product ... ) =0 45 days (from date of manuiciure).
3 Enzyme conugated product 6 -} — 6
Histoplasmin........ e — I e ALY R Y st eyl & YOBIR.
Immunoglobuling:
1. Hepastis B immune globulin (I e L T — O ot o= B
2. Imenune iy (M i 3 yoars O e O SONE
3. Imenune globulin indray r Wy e R A T A e B do 1 year,
“LW Ivrune  globulin,  anti-thymocyle  globulin | Notapplicable ... .. INotapplicable .. ... |2years
5. Portussis immune globulin (homen) —......... Wit ¢ o' B 4O 3 yoars from date the dred or frozen buk
product is placed in Snal solution.
&. Rabios mmmune globulin (Humar 1 yoar - 1 yoar.
7. An(D) immuna globutir (human), 48 eil0 .. e cssned 8 MOOUNS.,
& Totanus immune globuing (M W 1 your O 3 yoars with an initial 10 percent excess of
potency.
2 Vaccinia im globuln (numarn) 3 yoar S 3 yoars.
10. Vari-colla-2onter & globutin (1 ) 1 yoar O 1 yoar
Hepetils 8 veodweu il cian e e e ] 2yeann 208 'C s i NOt apphicable. ... —— % ¥
rfuecza virus vaccine. 1 yoar. o 18
Uimulus ametocyte NOL QPPRCEDIO .. —cercesrr] N BPPUCEDID 18 monthe (from date of menufacture).
Messios, mumps, and rubella wius o o 1 your.
Measies and mumps virus e - sl sl J 1 yoar
Moasios and nibelta virus e T 1 b { Do.
Measies bve and emadp iy merrereacd NOLROECAN..... o] .80 1 yoar (from date of manulacture)
Moasies virus ve AL O S R P, T R PAe
CHrsacchande roup A: =3
). Final bulk powed < e St NI e o 2 yoars (20 *C or cokder) .| Not appicable.
2. Fioal Not ap 2 years (- 20 °C 0F cOMIO) .. 2 yoars (- 20 °C or cokder).
polysaccharide vaccine group C:
} Final bulk powd: SR P S —— T WS Lo 7 S No(w
2. Final container et e e ol Y weien (=20 = -
“‘WMWMANCM 30 0.
Monegocooeal ok 8 groups prouwps | . do.... 80 .
A C.Y, and W135 combined.
skintestanbgen.... .. = R A S soriptielisssdisssosstiss it roi D Lo
VIUS VBOOINE IVt sd, NOL RODUCRDIG e 41 your (-
Normal horse senum 1 yoar 2yenrs .
s g T T (L T e 2 RS IR SOOI [y YR
P adsorbed —bosn - =t AT YO L S mccsnntind aidasd B i
Tague vacomne ... B Tl L T T == ey’ e
Flasma products:
V- Fraoh iro2en plasm .o Notappicable . 0. == ] 1 yuar from date of coliection of source biood
(18 “C or colder).
2 Uqud plaoma ., 7 SOl s P 0. . — .| (a) 26 cays from Gato of colloction of source
blood (between | and 6 °C).
() 40 days from Gato of collection of source
biood only whan CPOA-1 solution & used
- s the {between 1 and & ‘C)
O P ot e Lot ol Yl d0... i) & yoOrS from date Of collection of SOUICH
blood (- 18 °C or coider).
¢ Patelat nch plasma — i do.. 8 o 30 :

.| 72 hours from time ol collection of source
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Manuiacturer's storage pedod 1 10 §
*C {undess olhorwise stated)

Manglactxers sfoeage porod 0 °C
ot colder (unless ORNerwse stalad)

mmnnm?nwm-
stocage when siored ot 2 1 8 °C (unless
othorwise stated)

o 000 Cokis deghycoroired

Ao Hooo Cots oI

RuDota an0 Mumos Vs vacone ive
Autohs win veccrw e
Shn tes) aQens 10r Cotuty frppersensivil,

.| 15 months after potoncy assay (20

B T ———

D R ———

-1 Not appcablo .

*C ot colden),

1 yoar (—10 *C o colden

In heu of eupirdtion date, the colection date

of sowee
9 s 9t
%0 24 °C or between | ard 6 °C
conain approved CONtaingTs are

1yow (~10"Corcoiden..

Not

1 ywar (- 10°C or colden),

1 yoar (- 10 'C o colderd).. ]
e

HE
i
i
|

S
dinitilinil
iegggg! isiigg
Ll

litth
158

24 houes afier removl from sorage w1 &5
*C or coksor, prowoed labesng recommends
SOrpe batwoon T and 6 °C

3 years from dale of colection Of sOUTe

DrOnae0 IBtewy) recO” "
#90 at - 65 "C or coner

t your
Do
Do
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2. Orind I cate i
Stroplokinase.

Tulanus antitoxden:
1. Liquid...

2 OO0 it

Tolanys lowold adsorbed.... ..., US55 -t
Thrombin impragnaled pad
Tuberculin

1. Purified proten dervative, diluted. "

2 Oid or punified protein dervative, dred 0n multiple puociure

s slorage parsod t o §
‘C junloss otherwise staled)

Manutacturor's storage peciog 0 'C
Of coider (urdass Otherwise siated)

C

-1 9 montha (10 *C o¢ colder, A prod-

uct & mantaned as glycerinalad

Dabng pedod afier leaving manu’acturer's
siotage when siored at 2 10 8 °C {unless
otherwase stated)

o

3 months, provided labedng recommands stor-
age ot 0 “C or colder

] ok apphcatie

: I‘yoc. P RS oo | TR

fing) contamars).

Not appicable
2 yoers
o

B monthe .. L= o
1 your (not %0 exceed 30 °C; do not | ..
redngecate)

do L8 &

Not appiicable.

Of equivalent vadcine 1 bulk or

R P L

1 yoar (- 20 °C or coldar)

S——
Do
2 yoars.

5 years with an intal 20 percant excess of
potency
S yoars with an Inta! 10 peccant excess of

| 2 years
. '3M
1 yoar, or 6 months at 20 10 24 °C.

xldn (|

42 , e bakng Wrds shor-
al a tomparatire nol 1o exceed 30 'C
not refngerate. :

e 18 months
< 21 days from date of collection, provided
'

Bk
e

(d) Exemptions, Exemptions or
modifications shall be made only upon
written approval, in the form of an
amendment of the product license,
issued by the Director, Office of
Biologics Research and Review (HFN-
800), Center for Drugs and Biologics.

PART 620—ADDITIONAL STANDARDS
FOR BACTERIAL PRODUCTS

4. Part 620 is amended:

§620.4 [Amended]

a.In § 620.4 Potency test in paragraph
(8} by revising “Poliomyelitis Vaccine™
to read “Poliovirus Vaccine
Inactivated”.

Subpart C—{Amended]

b. By revising the heading of Subpart
Cto read “Subpart C—Anthrax Vaccine
Adsorbed",

§620.20 [Amended]

. ¢ In § 620.20 by revising the section
heading to read *§ 620,20 Anthrax
h:gcme Adsorbed" and in the text by
revising “Anthrax Vaccine, Adsorbed"
'oread “Anthrax Vaccine Adsorbed".

PART 630—~ADDITIONAL S1 ANDARDS
FOR VIRAL VACCINES

5. Part 830 is amended:

Subpart A—[Reserved]

a. By revising the heading of Subpart
A to read “Subpart A—Poliovirus

"Vaccine Inactivated”.

§630.1 [Amended]

b. In § 630.1 by revising the section
heading to read “'§ 630.1 Poliovirus
Vaceine Inactivated' and in the text of
paragraphs (a) and (c) by revising
"Poliomyelitis Vaccine” to read
“Poliovirus Vaccine Inactivated™.

$6302 [Amended]

¢, In § 630.2 by revising the section
heading to read "Poliovirus Vaccine
Inactivated" and in paragraph (e)((3) by
revising “poliomyelitis vaccine” to read
“Poliovirus Vaccine Inactivated".

§630.3 [Amended]

d. In § 630.3 Potency test in the
introductory paragraph by revising
“poliomyelitis vaccine" to read
Poliovirus Vaccine Inactivated".

§630.4 [Amended]

e. In § 630.4 Tests for safety in
paragraph (b)((1) by revising
"poliomyelitis vaccine" to read
“poliovirus vaccine" and in paragraph
(e)(5)({ii) by revising “poliomyelitis” to
read “poliovirus".

§630.6 [Amended)
I. In § 630.6 Equivalent methods in the

text by revising “poliomyelitis vaccine"
to read “Poliovirus Vaccine
Inactivated”,

Subpart B—{Amended ]

8. By revising the heading of Subpart B
to read “"Subpart B—Poliovirus Vaccine
Live Oral".

h. In § 630.10 in paragraphs (a) and (b)
(2) by revising *Poliovirus Vaccine, Live,
Oral" to read "Poliovirus Vaccine Live
Oral" and by revising the section
heading to read "§ 630.10 Poliovirus
Vaccine Live Oral”

§630.12 [Amended)

i. In § 630.12 Animal source;
quarantine; personnel in paragraphs (a)
(1) and (b) by revising "Poliovirus
Vaccine, Live, Oral” to read "Poliovirus
Vaccine Live Oral",

§630,13 [Amended]

j. In § 630.13 by revising the section
heading to read “§ 630.13 Manufacture
of Poliovirus Vaccine Live Oral."

§630.18 [Amended]

k. In § 830.18 Equivalent methods in
the text by revising “Poliovirus Vaccine,
Live, Oral,” to read "Poliovirus Vaccine
Live Oral'".
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Subpart D—{Amended]

1. By revising the heading of Subpart
D to read “Subpart D—Measles Virus
Vaccine Live".

§630.30 [Amended]

m. In § 630.30 by revising the section
heading to read "§ 630,30 Measles Virus
Vaceine Live” and in paragraphs (a) and
{b)(2) by revising “Measles Virus’
Vaccine. Live, Attenuated,” to read
“Measles Virus Vaccine Live".

§630.36 [Amended]

n. In § 630.36 General requirements in
paragraph (d) by revising “"Measles
Virus Vaccine, Live, Attenuated,” to
read “*Measles Virus Vaccine Live".

§630.37 [Amended]

0. In § 630.37 Equivalent methods in
the text by revising “"Measles Virus
Vaccine, Live, Attenuated,” to read
“Measles Virus Vaccine Live”.

Subpart F—|{ Amended]

p. By revising the heading of Subpart
F to read “Subpart F—Mumps Virus
Vaccine Live".

§630.50 [Amended]

g. In § 630.50 by revising the section
heading to read "8 630.50 Mumps Virus
Vaccine Live" and in paragraphs (a) and
(b)(2) by revising “Mumps Virus
Vaceine, Live," to read “"Mumps Virus
Vaccine Live".

§630.51 [Amended]

r. In § 630.51 Clinical trials to qualify

for license in the text by revising

“Mumps Virus Vaccine, Live,” to read
“Mumps Virus Vaccine Live”.

§630.52 |Amended]
8. In § 630.52 by revising the section

heading to read “'§ 630.52 Manufacture
of Mumps Virus Vaccine Live”.

§630.56 [Amended]

L. In § 630.56 General requirements in
paragraph (b) by revising “Mumps Virus
Vaccine, Live," to read "Mumps Virus
Vaccine Live" and in paragraph (e) by
revising “Mumps Virus Vaccine, Live” to
read "Mumps Virus Vaccine Live".

§630.57 [Amended]

u. In § 630.57 Equivalent methods in
the text by revising “Mumps Virus
Vaccine, Live,"” to read "Mumps Virus
Vaccine Live".

Subpart G—{ Amended)

v. By revising the heading of Subpart
G to read “Subpart G—Rubella Virus
Vaccine Live".

§630.60 [Amended]

w. In § 630.60 by revising the section
heading to read “§ 630.60 Rubella Virus
Vaccine Live” and in paragraph (a) by
revising “Rubella Virus Vaccine, Live”
to read “Rubella Virus Vaccine Live"
and in paragraph (d)(1) by revising
“Rubella Virus Vaccine, Live," to read
"Rubella Virus Vaccine Live".

§630.61 [Amended]

x. In § 630.61 Clinical trials to qualify
for license in the text by revising
“Rubella Virus Vaccine, Live," to read
“Rubella Virus Vaccine Live".

§630.62 [Amended]

y. In § 630,62 Production in paragraph
(b) by revising “Rubella Virus Vaccine,
Live" to read “Rubella Virus Vaccine
Live".

§630.66 [Amended]

z. In § 630.66 General requirements in
paragraph (b) by revising “Rubella Virus
Vaccine, Live,” to read "Rubella Virus
Vaccine Live” and in paragraph (d) by
revising “"Rubella Virus Vaccine, Live™
to read “Rubella Virus Vaccine Live".

§630.67 [Amended]

aa. In § 630.67 Equivalent methods in
the text by revising “Rubella Virus
Vaccine, Live" to read “Rubella Virus
Vaccine Live™,

Subpart I—{Amended]

bb. By revising the heading of Subpart
I to read "Subpart I—Measles Live and
Smallpox Vaccine”.

§630.80 [Amended]

cc. In § 630.80 by revising the section
heading to read "§ 630.80 Measles Live
and Smallpox Vaccine" and in
paragraph [a) by revising "Measles-
Smallpox Vaccine, Live" to read
“Measles Live and Smallpox Vaccine™.

§630.84 [Amended]

dd. In § 630.84 Potency tests in the
introductory paragraph by revising
“"Measles-Smallpox Vaccine, Live,” to
read “"Measles Live and Smallpox
Vaccine".

§630.87 |Amended]

ee. In § 630.87 Equivalent methods in
the text by revising “Measles-Smallpox
Vaccine, Live" to read “Measles Live
and Smallpox Vaccine™.

PART 640—ADDITIONAL STANDARDS
FOR HUMAN BLOOD AND BLOOD
PRODUCTS

5. Part 640 is amended:

Subpart A—{Amended]

a. By revising the heading of Subpart
A to read “Subpart A—Whole Blood™.

§640.1 [Amended]

b. In § 640.1 by revising the section
heading to read "§ 640.1 Whole blood"
and in the text by revising "Whole
Blood (Human)” to read “Whole Blood".

§640.2 [Amended]

c. In § 640.2 General requirements in
paragraph (a) by revising “Whole Blood
{Human)" to read “Whole Blood".

§640.3 ‘[Amended]

d. In § 640.3. in paragraphs {a) and {f)
by revising “Whole Blood (Human)" to
read "Whole Blood”.

§640.4 [Amended]

e. In § 640.4 Collection of the blood in
paragraphs (c) and {h) by revising
“Heparinized Whole Blood (Human)" to
read “Heparin Whole Blood™” and in
paragraph (i) by revising “Platelet
Concentrate (Human)" and “platelet
concentrate” to read “Platelets” and
“platelets"”, respectively.

§640.5 [Amended]

f. In § 640.5 Testing the blood in
paragraphs (a) through (e) by revising
“Whole Blood (Human)" to read “"Whole
Blood" and in paragraph (c) by revising
"Anti-Rh, (Anti-D) Typing Serum" to
read “Anti-D Blood Grouping Serum”.

§640.6 [Amended)

g § 640.6 by revising the section
heading to read “§ 640.8 Modifications
of Whole Blood" and in the introductory
paragraph by revising “Whole Blood
(Human)" to read “Whole Blood" and in
paragraph (c) by revising “Whole Blood
(Human), modified,” to read “Whole
Blood Cryoprecipitate Removed”.

§640.7 [Amended]

h. In § 640.7 Labeling in the
introductory text of paragraph (g) by
revising “Whole Blood (Human),
Modified"” to read "Whole Blood
Cryoprecipitate Removed” and in 3
paragraph (g)(1) by revising “Modified
to read “Cryoprecipitate Removed".

Subpart B—{Amended]

i. By revising the heading of Subpart B
to read “Subpart B—Red Blood Cells"™.

§ 640,10 [Amended]

j- In § 640.10 by revising the section
heading to read "§ 640.10 Red Blood
Cells" and in the text by revising “Red
Blood Cells (Human)" to read “Red
Blood Cells".




Federal Register / Vol. 50, No. 19 / Tuesday, January 29, 1985 / Rules and Regulations

4139

£640.11 [Amended]

k. In § 640.11 General requirements in
paragraph (a) by revising "Red Blood
Cells (Human)" to read “Red Blood
Cells".

§640.12 [Amended)

I In § 640.12 Suitability of donor in
the text by revising “Red Blood Cells
(Human)" to read “Red Blood Cells".

§640.13 [Amended]

m. In § 640.13 Collection of the blood
in paragraph (b) by revising “Whole
Blood (Human)” to read “Whole Blood".

§640.15 [Amended]

n. In § 840.15 Pilot samples in
paragraphs (a) and (d) by revising "Red
Blood Cells (Human)" to read “Red
Bleod Cells",

§640.16 [Amended]

0. In § 640.18 Processing in paragraph
(#) by revising “red blood cells (human)"
to read “Red Blood Cells" and in
paragraph (c) by revising “Red Blood

( .;!i.- (Human)" to read “Red Blood
Cells",

§640.17 [Amended]

p- In § 640.17 Modifications for
specific products in the text by revising
‘Red Blood Cells (Human)" to read

Red Blood Cells" and by revising
‘Red Blood Cells (Human), Frozen" to
read “Red Blood Cells Frozen''

1640.18 [Amended]

q.In § 640.18 Labeling in the
introductory paragraph by revising “Red
Blood Cells (Human)™ to read “Red
Blood Cells”; in paragraph (a) by
revising “Whole Blood (Human)"” to read
‘Whole Bload"; in paragraph (b) by
revising “Red Blood Cells (Human),
Frozen, and Red Blood Cells (Human),
Deglycerolized” 1o read “Red Blood
Cells Frozen and Red Blood Cells
Deglycerolized”; and in paragraph (d) by
revising “"Whole Blood (Human)" to read
‘Whole Blood™,

Subpart C—{Amended]

. By revising the heading of Subpart C
‘o read “Subpart C—Platelets”.

64020 [Amended]

. & In § 840.20 by revising the section
“eading to read *§ 640.20 Platelets” and
" paragraphs (a) and (b) by revising

_f;lene!ets Concentrate (Human)" to read
Plateletg”,

164022 [Amended]
4 L In § 640.22 Collection of source
‘ierial in paragraph (a) by revising

Platelet Concentrate (Human)" to read
Hille!els"'

§640.23 [Amended]

u. In § 840.23 Testing the blood in
paragraph (a) by revising "Platelet
Concentrate (Human)" to read
“Platelets".

§640.24 [Amended]

v. In § 640.24 Processing in paragraphs
(a) and (e) by revising “Platelet
Concentrate (Human)" to read
“Platelets"; in paragraph (b) by revising
“platelet concentrate is” to read
“platelets are'; and in paragraph (d) by
revising “platelet concentrate" to read
“platelets”,

§604.25 [Amended]

w. In § 640.25 General requirements in
paragraph (&), the introductory text of
paragraph (c), and paragraph (c) (1) and
(2) by revising “Platelat Concentrate
(Human)” to read “Platelets”.

Subpart D~{Amended]

x. By revising the heading of Subpart
D to read “Subpart D—Plasma”.

§640.30 [Amended]

y- In § 840.30 by revising the section
heading to read “§ 640.30 Plasma", in
paragraphs (a) and (b) by revising
“Single Donor Plasma (Human)" to read
“Plasma", and in paragraph (b)(2) by
revising “Whole Blood (Human)" to read
“*Whole Blood".

§640.32 [Amended]

z. In § 840.32 Collection of source
material in paragraph (a) by revising
“Single Donor Plasma (Human); Single
Donor Plasma (Human), Fresh Frozen;
and Single Donor Plasma (Human),
Liquid.” to read “Plasma, Fresh Frozen
Plasma, and Liquid Plasma"; and by
révising “Single Donor Plasma (Human),
Platelet Rich™ to read “Platelet Rich
Plasma".

§640.33 [Amended]

aa. In § 640.33 Testing the blood in
paragraph (b) by revising “Single Donor
Plasma (Human)" to read “Plasma”.

§640.34 [Amended]

bb. In § 640.34 Processing in
paragraph (a} by revising "Single Donor
Plasma (Human)" to read “Plasma” and
“Single Donor Plasma {Human), Liquid"
to read “Liquid Plasma"; in paragraph
(b) by revising “Single Donor Plasma
(Human), Fresh Frozen' to read “Fresh
Frozen Plasma"; in paragraph (c) by
revising "Single Donor Plasma (Human),
Liquid" to read “Liquid Plasma”; in
paragraph (d) by revising "*Single Donor
Plasma (Human), Platelet Rich™ to read
“Platelet Rich Plasma™; in the
introductory text of paragraph (e) by
revising “Single Donor Plasma

(Human)" to read “Plasma” and by
revising “Platelet Concentrate (Human)
and/or Cryoprecipitated Antihemophilic
Factor (Human) from Single Donor
Plasma (Human)" to read “Platelets
and/or Cryoprecipitated AHF from
Plasma"; in paragraph (e}(1) by revising
“Platelet Concentrate (Human)' to read
“Platelets" and "Single Donor Plasma
(Human), Fresh Frozen" to read “Fresh
Frozen Plasma'; in paragraph (e}{2) by
revising “Cryoprecipitated
Antihemophilic Factor (Human)" to read
“Cryoprecipitated AHF" and "Single
Donor Plasma (Human)” to read
“Plasma"; in paragraph (e)(3) by revising
“Platelet Concentrate (Human) and
Cryoprecipitated Antihemophilic Factor
(Human)" to read “Platelets and
Cryoprecipitated AHF" and “Single
Donor Plasma (Human)'" to read
“Plasma"; and in paragraph (g){2) by
revising “Single Donor Plasma (Human),
Platelet Rich; and Single Donor Plasma
(Human), Liquid" to read "Platelet Rich
Plasma and Liquid Plasma".

§640.35 [Amended]

cc. In § 640.35 Labeling in the
introductory paragraph by revising
"Single Donor Plasma (Human)" to read
“Plasma™ and in paragraph (s) by
changing the proper name “Whole Blood
(Human)" to read "Whole Blood".

Subpart F—{Amended]

dd. By revising the heading of Subpart
F to read "Subpart F—Cryoprecipitate”.

§640.50 [Amended]

ee. In § 840,50 by revising the section
heading to read "§ 640.50
Cryoprecipitated AHF" and in
paragraphs (a) and (b) by revising
"Cryoprecipitated Antihemophilic
Factor (Human)'" to read
“Cryoprecipitated AHF".

§640.52 [Amended]

ff. In § 640,52 Collection of source
material in paragraph (a) by revising
“Cryoprecipitated Antihemophilic
Factor (Human)" to read
“Cryoprecipitated AHF" and “Platelet
Concentrate (Human)"” to read
“Platelets".

§640.53 [Amended]

gg. In § 640.53 Testing the blood in
paragraphs (a) and (c) by revising
“Cryoprecipitated Antihemophilic
Factor (Human)™ to read
“Cryoprecipitated AHF".

§ 640.54 [Amended)
hh. In § 840.54 Processing in

. paragraphs (a){3) and (b)(1) and (3] by

revising "Cryoprecipitated
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Antihemophilic f-‘aclor (Human)" to read
"Cryoprecipitated AHF".

§640.55 [Amended]

i, In § 640.55 U.S. Standard
preparation in the text by revising
“Cryoprecipitated Antihemophilic
Factor (Human)" to read
“Cryoprecipitated AHF",

§ 64056 [Amended)

ji- In § 640.56 Quality control test for
potency in paragraphs (a), (b), and (¢}(1)
by revising *Cryoprecipitated
Antihemophilic Factor (Human)" to read
“Cryoprecipitated AHF",

Subpart G—{Amended] .

kk. By revising the heading of Subpart
G to read “Subpart G—Source Plasma",

§640.60 [Amended]

1L In § 640.60 by revising the section
heading to read "§ 640.60 Source
Plasma” and in the text by revising
“Source Plasma (Human)" to read
“Source Plasma",

§640.63 [Amended]

mm. In § 640.63 Suitability of donor in
paragraph (a) by revising “Source
Plasma (Human)" to read “Source
Plasma”.

§640.64 [Amended]

nn. In § 640.84 by revising the section
heading to read “§ 640.64 Collection of
blood for Source Plasma" and in
paragraphs (&) and (c) by revising
“Source Plasma (Human)" to read
“Source Plasma”,

§640.67 [Amended)

00. In § 640.67 Test for hepatitis B
surface antigen by revising “Source
Plasma (Human)" to read “Source
Plasma".

§640.68 [Amended]

pp- In § 640.68 Processing in
paragraphs (a), (b), and (c) by revising
“Source Plasma (Human)" to read
“Source Plasma".

§640.69 |Amended)

qq. In § 640.69 General requirements
in paragraph (a), (b), and (c) by revising
“Source Plasma (Human)" to read
“Source Plasma”,

§640.70 [Amended]

. In § 640.70 Labeling in the
introductory text of paragraph (a) by
revising “Source Plasma (Human)" to
read “Source Plasma” and in paragraph
(b) by revising “Source Plasma
(Human)" to read “Source Plasma' and
by revising “Source Plasma (Human)
Salvaged" to read "Source Plasma

Salvaged”.

§640.71 [Amended)

ss. In § 640.71 Manufacturing
responsibility in the introductory texts
of paragraphs {a) and (b) and in
paragraph (b) (1) and (2) by revising
"Source Plasma (Human)" to read
“Source Plasma”.

§640.72 [Amended]

tL In § 640.72 Records in paragraphs
(2)(1) and (b) by revising “Source
Plasma (Human)” to read "Source
Plasma”.

§640.74 [Amended]

uu. In § 640.74 by revising the section
heading to read "'§ 640.74 Modification
of Source Plasma" and in paragraphs (a)
and (b) by revising “Source Plasma
(Human)" to read “Source Plasma" and
in paragraph (b) by revising “Liguid
Source Plasma (Human)" to read
“Source Plasma Liquid”.

§640.75 [Amended)

vv. In § 640.75 Alternate procedures in
the text by revising "Source Plasma
{(Human)" to read "Source Plasma".

ww. In § 640.76 in paragraphs (a), (b),
and (c) by revising “Source Plasma
(Human)" to read “Source Plasma" and
by revising “Source Plasma (Human)
Salvaged” to read “Source Plasma
Salvaged".

Subpart H—[{ Amended]

xx. By revising the heading of Subpart
H to read “Subpart H—Albumin
(Human)".

§640.80 [Amended]

yy. In § 640.80 by revising the section
heading to read "'§ 640.80 A/bumin
(Human)" and in paragraph (a),
introductory lext of (b), and paragrah
(b)(1) by revising “Normal Serum
Albumin (Human)" to read "Albumin
(Human)",

§640.81 [Amended]

zz. In § 840.81 Processing in
paragraphs (e) and (g) by revising
“Normal Serum Albumin (Human)" to
read “Albumin (Human)",

§640.62 [Amended]

aaa. In § 640.82 Tests on final product
in paragraph (f) by revising “Normal
Serum Albumin (Human)" to read
“"Albumin (Human)".

bbb. In § 640.85 in the introductory
paragraph by revising "Normal Serum
Albumin (Human)” to read “Albumin
(Human)",

§640.86 [Amended)

cce. In § 640.86 Equivalent methods by
revising “Normal Serum Albumin
(Human)" to read “Albumin (Human)".

Subpart J—{Amended]

ddd. By revising the heading of
Subpart J to read “Subpart J—Immune
Globulin (Human)".

£640.100 [Amended]

eee. In § 640.100 by revising the
section heading to read "“§ 640.100
Immune Globulin {Human)" and in
paragraphs (a) and (b) by revising
“Immune Serum Clobulin (Human)" to
read “Immune Globulin (Human)",

§640.101 [Amended]

fif. In § 640.101 General requirements
in paragraph (e)(3) by revising “Measles
Virus Vaccine, Live, Attenuated" to read
“Measles Virus Vaccine Live" and in the
introductory text of paragraph (f) by
revising “Immune Serum Globulin
(Human)"” to read “Immune Globulin
(Human)".

. §640.102 [Amended]

£8g. In § 640.102 by revising the
section heading to read "§ 640.102
Manufacture of Immune Globulin
(Fluman)" and in paragraph (d) by
revising “Immune Serum Glcbulin
(Human)" to read "Immune Globulin
(Human)".

§640.104 [Amended]

hhh. In § 840104 Potency in
paragraphs {b)(2) and (c){(1) by revising
"Reference Measles Immune Globulin”
to read “Reference Immune Serum
Clobulin"; in paragraph (b}(2) by
revising “Measles Virus Vaccine, Live.
Attenuated” to read "Measles Virus
Vaccine Live"”; and in paragraphs (b)(3)
and (c)(2) by revising “Reference
Poliomyelitis Immune Globulin” to read
“Reference Immune Serum Globulin".

PART 660—ADDITIONAL STANDARDS
FOR DIAGNOSTIC SUBSTANCES FOR
LABORATORY TESTS

7. Part 660 is amended:

§660.23 [Amended]

a. In § 660.23 Red blood cell
preparetions in paragraph (a) by
revising “Reagent Red Blood Cells
{Human)" to read "Reagent Red Blood
Cells™.

b. In § 880.25 by revising paragraph
(a)(5)(iii), to read as follows: -

§ 660.25 Potency test without reference
preparations.

(a) » . .

950

(iit) For Anti-U, Anti-Kp*, Anti-Kp®,
Anti-Js*, Anti-Js® Anti-Fy® Anti-N, Ant:
Le*, Anti-Le®, Anti-Di*, Anti-Mg, Anti-
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J&® Anti-Xg*, Anti-Co® and Wr* at least
2+ reaction with undiluted serum.

c. In § 660.28 by revising paragraph
(d), to read as follows:

§660.28 Labeling.

(d) Names of antibodies.

Blood group designation for
contaner label

i

Blood groud desonation for
Cortmnes abol

AntiA_.,
Ant-A,
Ant.B
Anti-A, 8
Anth-De
Ant)-Fye
ASFY® i
ADB-) crosionsvonn
At e
Anti- N
Anti-dse_
And-Js*
Ants-K

o] (AD-Caiano)
(Anti-Ponney).

Effective date. Any product subject to
this final rule that is initially introduced
or initially delivered for introduction
into interstate commerce on or after
January 29, 1986 shall bear labeling
including the new proper name of the
product established herein.

(Secs. 201, 501, 502, 510, 701, 52 Stat. 1040~
1042 as amended, 1049-1051 as amended,
1055-1056 as amended, 78 Stal. 794-795 us
amended (21 U.S.C. 821, 351, 352, 360, 371);
secs, 351, 352, 353, 361. 58 Stal. 702-703 as
amended, 81 Stat. 536 (42 U.S.C. 262, 263,
263a, 264))

Dated: January 18, 1885.
Frank E. Young,
Commissioner of Food and Drugs.
[FR Doc. 85-2001 Filed 1-28-85; 8:45 am|
BILLING CODE 4160-0)-M




