
B
L

O
O

D
 E

S
T

A
B

L
IS

H
M

E
N

T
 R

E
G

IS
T

R
A

T
IO

N
 A

N
D

 P
R

O
D

U
C

T
 L

IS
T

IN
G

P
LE

A
S

E
R

E
A

D
IN

S
T

R
U

C
T

IO
N

S
C

A
R

E
F

U
LLY

.
B

e
sure

to
indicate

any
changes

in
your

legal
nam

e
or

actual
location

in
item

4,
and

any
changes

in
your

m
ailing

address
in

item
6.

P
rint

all
entries

and
m

ake
allcorrections

in
red

ink,ifpossible.
E

nter
your

phone
num

ber
in

item
8.3

and
the

phone
num

ber
of

your
actual

location
in

item
4.1.

S
ign

the
form

and
return

to
F

D
A

.
A

fter
validation, you w

ill receive your O
fficial R

egistration for the ensuing year.

T
his

form
is

authorized
by

S
ections

510(b),
(j)

and
704

of
the

F
ederal

F
ood,

D
rug,

and
C

osm
etic

A
ct

(T
itle

21,
U

nited
S

tates
C

ode
360(b),

(j)
and

374).
F

ailure
to

report
this

inform
ation

is
a

violation
of

S
ection

301(f)
and

(p)
of

the
A

ct
(T

itle
21,

U
nited

S
tates

C
ode

331(f)
and

(p))
and

can
result

in
a

fine
of

up
to

$1,000
or

im
prisonm

ent
up

to
one

year
or

both,
pursuant

to
S

ection
303(a)

of
the

A
ct

(T
itle

21,
U

nited S
tates C

ode 33.3(a)).
D

IS
T

R
IC

T
 O

F
F

IC
E

:

1.R
E

G
IS

T
R

A
T

IO
N

N
U

M
B

E
R

2.U
.S

.
L

IC
E

N
S

E
N

U
M

B
E

R

3.R
E

A
S

O
N

F
O

R
S

U
B

M
IS

S
IO

N

.10

4.1
P

H
O

N
E

(
)

8.1
T

Y
P

E
D

N
A

M
E

8.2
E

-M
A

IL
A

D
D

R
E

S
S

8.3
P

H
O

N
E

(
)

8.4
D

A
T

E

6.
M

A
IL

IN
G

A
D

D
R

E
S

S
O

F
R

E
P

O
R

T
IN

G
O

F
F

IC
IA

L
(Include

institution
nam

e
if

applicable,
num

ber
and

street,
city,state,

country,and
postoffice

code)

7.
U

.S
.A

G
E

N
T

(Include
nam

e,
institution

nam
e

if
applicable,

num
ber

and
street,

city,
state,and

zip
code)

5.
O

T
H

E
R

N
A

M
E

S
U

S
E

D
A

T
T

H
IS

L
O

C
A

T
IO

N
(Include

trade
nam

e,doing-business-as,
previous

nam
es,and

other
firm

s
co-located.

Ifapplicable,
include

registration
num

ber.)

7.1
E

-M
A

IL
A

D
D

R
E

S
S

7.2
P

H
O

N
E

(
)

8.R
E

P
O

R
T

IN
G

O
F

F
IC

IA
L

’S
S

IG
N

A
T

U
R

E

9.
T

Y
P

E
O

F
O

W
N

E
R

S
H

IP

F
E

I
:

10.
T

Y
P

E
E

S
T

A
B

L
IS

H
M

E
N

T
(C

heck
all

boxes
that

describe
routine

orautologous
operations.)

(.9)

C
F

N
:

F
O

R
 F

D
A

 U
S

E
 O

N
L

Y

.1
C

O
M

M
U

N
IT

Y
(N

O
N

-H
O

S
P

IT
A

L)
B

LO
O

D
B

A
N

K

.2
H

O
S

P
IT

A
L

B
LO

O
D

B
A

N
K

.3
P

LA
S

M
A

P
H

E
R

E
S

IS
C

E
N

T
E

R

.4
P

R
O

D
U

C
T

T
E

S
T

IN
G

LA
B

O
R

A
T

O
R

Y

a.___
IN

D
E

P
E

N
D

E
N

T

___
A

S
S

O
C

IA
T

E
D

W
/C

O
M

M
U

N
IT

Y
or

H
O

S
P

IT
A

L
B

LO
O

D
B

A
N

K

.5
H

O
S

P
IT

A
L

T
R

A
N

S
F

U
S

IO
N

S
E

R
V

IC
E

a.___
A

P
P

R
O

V
E

D
F

O
R

M
E

D
IC

A
R

E
R

E
IM

B
U

R
S

E
M

E
N

T

___
N

O
T

A
P

P
R

O
V

E
D

F
O

R
M

E
D

IC
A

R
E

R
E

IM
B

U
R

S
E

M
E

N
T

.6
C

O
M

P
O

N
E

N
T

P
R

E
P

A
R

A
T

IO
N

F
A

C
ILIT

Y

.7
C

O
LLE

C
T

IO
N

F
A

C
ILIT

Y

.8
D

IS
T

R
IB

U
T

IO
N

C
E

N
T

E
R

U
.S

.LIC
E

N
S

E
N

U
M

B
E

R
O

F
P

A
R

E
N

T
F

IR
M

.9
B

R
O

K
E

R
/W

A
R

E
H

O
U

S
E

O
T

H
E

R
(S

pecify):

11.
P

R
O

D
U

C
T

S

(.1)
(.2)

C
O

LLE
C

T
M

A
N

U
A

L
A

P
H

E
R

E
S

IS
LE

U
K

O
C

Y
T

E
S

R
E

D
U

C
E

D
A

U
T

O
M

A
T

E
D

A
P

H
E

R
E

S
IS

(.3)

T
E

S
T

W
H

O
LE

 B
LO

O
D

S
T

O
R

E
 and

D
IS

T
R

IB
U

T
E

to O
T

H
E

R
S

2
R

E
D

 B
LO

O
D

 C
E

LLS
 (R

B
C

)

D
E

P
A

R
T

M
E

N
T

 O
F

 H
E

A
L

T
H

 A
N

D
 H

U
M

A
N

 S
E

R
V

IC
E

S
P

U
B

LIC
 H

E
A

LT
H

 S
E

R
V

IC
E

F
O

O
D

 A
N

D
 D

R
U

G
 A

D
M

IN
IS

T
R

A
T

IO
N

F
O

R
M

 A
P

P
R

O
V

E
D

: O
M

B
 N

o
. 0910-0052.

F
O

R
M

F
D

A
2830

(2/03)
P

R
E

V
IO

U
S

E
D

IT
IO

N
IS

O
B

S
O

LE
T

E

E
xp

iratio
n

 D
ate: F

eb
ru

ary 28, 2006.    S
ee In

stru
ctio

n
s fo

r O
M

B
 S

tatem
en

t.

.1
A

N
N

U
A

L
R

E
G

IS
T

R
A

T
IO

N

.2
IN

IT
IA

L
R

E
G

IS
T

R
A

T
IO

N

.3
C

H
A

N
G

E
IN

IN
F

O
R

M
A

T
IO

N

.1
S

IN
G

LE
P

R
O

P
R

IE
T

O
R

S
H

IP

.2
P

A
R

T
N

E
R

S
H

IP

.3
C

O
R

P
O

R
A

T
IO

N
profit

___
non-profit

___

.4
C

O
O

P
E

R
A

T
IV

E
A

S
S

O
C

IA
T

IO
N

.5
F

E
D

E
R

A
L

(non-m
ilitary)

.6
U

.S
.M

ILIT
A

R
Y

.7
S

T
A

T
E

.8
C

O
U

N
T

Y
/M

U
N

IC
IP

A
L/H

O
S

P
IT

A
L

A
U

T
H

O
R

IT
Y

.9
O

T
H

E
R

(S
pecify):

4.
L

E
G

A
L

N
A

M
E

A
N

D
L

O
C

A
T

IO
N

(Include
legalnam

e,
num

ber
and

street,
city,

state,country,
and

postoffice
code)

A
U

T
O

LO
G

O
U

S
(.6)

(.5)
(.4)

D
IR

E
C

T
E

D
A

LLO
G

E
N

E
IC

P
R

E
P

A
R

E
IR

R
A

D
IA

T
E

D

(.8)

R
B

C
 D

E
G

LY
C

E
R

O
LIZ

E
D

D
O

N
O

R
R

E
T

E
S

T
E

D

(.7)

R
B

C
 F

R
O

Z
E

N

R
B

C
 R

E
JU

V
E

N
A

T
E

D

R
B

C
 R

E
JU

V
E

N
A

T
E

D
 F

R
O

Z
E

N

R
B

C
 R

E
JU

V
E

N
A

T
E

D
 D

E
G

LY
C

E
R

O
LIZ

E
D

C
R

Y
O

P
R

E
C

IP
IT

A
T

E
D

 A
H

F

P
LA

T
E

LE
T

S

LE
U

K
O

C
Y

T
E

S
 / G

R
A

N
U

LO
C

Y
T

E
S

P
LA

S
M

A

P
LA

S
M

A
 C

R
Y

O
P

R
E

C
IP

IT
A

T
E

 R
E

D
U

C
E

D

F
R

E
S

H
 F

R
O

Z
E

N
 P

LA
S

M
A

LIQ
U

ID
 P

LA
S

M
A

T
H

E
R

A
P

E
U

T
IC

 E
X

C
H

A
N

G
E

 P
LA

S
M

A

S
O

U
R

C
E

 LE
U

K
O

C
Y

T
E

S

S
O

U
R

C
E

 P
LA

S
M

A

R
E

C
O

V
E

R
E

D
 P

LA
S

M
A

B
LO

O
D

 P
R

O
D

U
C

T
S

 F
O

R
 D

IA
G

N
O

S
T

IC
 U

S
E

B
LO

O
D

 B
A

N
K

 R
E

A
G

E
N

T
S

O
T

H
E

R

14 356789

101112131415161718192021

E
N

T
E

R
 A

L
L

 C
H

A
N

G
E

S
 IN

 R
E

D
 IN

K
 A

N
D

 C
IR

C
L

E
.

PSC
 M

edia A
rts (301) 443-1090

E
F



IN
S

T
R

U
C

T
IO

N
S

 F
O

R
 C

O
M

P
L

E
T

IN
G

 B
L

O
O

D
 R

E
G

IS
T

R
A

T
IO

N
 F

O
R

M
 2830

F
O

R
M

F
D

A
2830

(2/03)
IN

S
T

R
U

C
T

IO
N

S

.3
P

lasm
ap

h
eresis

C
en

ter--A
n

establishm
ent

licensed
by

the
F

D
A

/C
B

E
R

that
collects

S
ource

P
lasm

a
or

T
herapeutic

E
xchange

P
lasm

a
for

com
m

ercial
distribution.

If
you

also
collect

W
hole

B
lood

for
a

licensed
establishm

ent,
check

"C
ollection

F
acility"

and
include

the
license

num
berof

the
parentfirm

.
H

ospitals
thatperform

plasm
apheresis

forresearch
purposes only or to prepare transfusion products such as P

lasm
a or P

latelets, P
heresis, should N

O
T

 check this box.

.4
P

ro
d

u
ct

T
estin

g
L

ab
o

rato
ry--A

separate
establishm

ent
that

perform
s

routine
blood

and
plasm

a
donor

testing.
Y

ou
m

ust also answ
er Item

 10.4a concerning type establishm
ent.

.5
H

o
sp

ital
T

ran
sfu

sio
n

S
ervice--A

hospital
that

perform
s

com
patibility

testing
(crossm

atching)
for

blood
or

blood
com

ponents
but

does
N

O
T

routinely
collect

allogeneic
or

autologous
blood,

or
process

W
hole

B
lood

into
com

ponents
(except

R
ed

B
lood

C
ells

and
R

ecovered
P

lasm
a).

W
e

consider
hospitals

that
freeze,

deglycerolize,
w

ash,
irradiate,

rejuvenate,or
reduce

the
num

ber
of

leukocytes
from

R
ed

B
lood

C
ells

to
be

H
ospitalB

lood
B

anks
(Item

10.2).
Y

ou
m

ust
also answ

er Item
 10.5a concerning M

edicare program
 reim

bursem
ent.

.6
C

o
m

p
o

n
en

t
P

rep
aratio

n
F

acility--A
n

interm
ediate

processing
establishm

ent
that

prepares
com

ponents
from

blood
collected

by
a

m
obile

or
fixed

collection
site

but
does

not
perform

product
testing.

If
applicable,

indicate
the

license
num

ber
under

w
hich

the
com

ponent
preparation

facility
operates.

If
you

also
collect

or
redistribute,

check
Item

10.7
or

10.8.

.7
C

o
llectio

n
F

acility--A
n

establishm
ent

that
perform

s
blood

collections
or

apheresis,
but

does
not

test.
If

applicable,
indicate

the
U

.S
.License

num
ber

under
w

hich
the

collection
facility

operates.
If

you
also

redistribute
the

final
productafter

it has been processed and returned to you by the blood bank, then check D
istribution C

enter,  Item
 10.8.

.8
D

istrib
u

tio
n

C
en

ter--A
n

establishm
ent

that
stores

blood
or

blood
products

F
O

R
T

R
A

N
S

F
U

S
IO

N
under

specific
controlled

conditions
prior

to
shipping

it
to

the
final

user.
A

transfusion
service

is
not

typically
considered

to
be

a
"distribution

center"
since

itholds
the

product
over

a
relatively

short
period

of
tim

e
and

does
not

intend
to

redistribute.
If

you
are

a
transfusion

service
operating

as
a

depot
or

distribution
center

for
a

blood
bank,

register
as

a
D

istribution
C

enter
and include the license num

ber of the blood bank, if licensed.

.9
B

ro
ker/W

areh
o

u
se--A

broker,
distributor,

or
w

arehouse
that

stores
and

redistributes
source

m
aterial

for
further

m
anufacture,

such
as

R
ecovered

P
lasm

a,
S

ource
P

lasm
a,

and
w

hole
blood,

red
blood

cells,
or

platelets
for

diagnostic
product use. 

.10
O

th
er

(sp
ecify)--T

his
includes

firm
s

that
m

anufacture
fractionated

blood
derivatives,

diagnostics,
and

other
blood

products, or independent establishm
ents that irradiate blood products.

Item
11.

P
R

O
D

U
C

T
S

--C
heck

all
products

that
you

m
anufacture

in
the

appropriate
colum

ns.
T

his
includes

allogeneic,
autologous,

and
directed

collections,
or

products
prepared,

tested,
or

stored
for

distribution
to

other
firm

s.
S

ee
the

P
roductD

efinition
section

for
inform

ation
on

products.
D

o
n

o
tfill

in
sh

ad
ed

areas.
Y

ou
m

ust
list,in

11.21
"O

ther,"
any

product
you

m
anufacture

that
is

not
specified

in
the

product
list.

D
o

not
listproducts

you
do

not
m

anufacture,
but

only
hold for final use, such as album

in, reagents, im
m

une globulins, etc.

D
o

not
list

any
products

you
collect

as
a

by-product
of

a
therapeutic

procedure
and

im
m

ediately
destroy.

S
im

ilarly,
exclude

products
prepared

under
em

ergency
conditions.

W
e

define
an

em
ergency

as
a

situation
thatdem

ands
im

m
ediate

action
that

has
been

suitably
docum

ented
in

w
riting

by
a

responsible
person.

D
o

not
list

products
that

are
pooled

or
divided

into
pediatric

aliquots.
A

com
pleted

F
D

A
2657,

"D
rug

P
roduct

Listing,"
or

F
D

A
2892,

"M
edical

D
evice

Listing,"
m

ust be subm
itted for any product not previously listed w

ith F
D

A
 in order that an N

D
C

 Labeler C
ode m

ay be assigned.

If
you

collect
blood,

indicate
A

llogeneic,
A

utologous,
or

D
irected

donor
classifications.

A
llogeneic

collections
are

intended
for

transfusion
to

other
than

the
donor

or
a

know
n

recipient.
A

utologous
collections

are
intended

for
transfusion

at
a

later
tim

e to the donor.  D
irected collections are intended for transfusion to a know

n recipient.

(.1)
C

o
llect--refers

to
collection

ofw
hole

blood
or

blood
products

for
transfusion

or
further

m
anufacturing

into
injectable

or
non-injectable

products.

(.2)
M

an
u

al
A

p
h

eresis--refers
to

procedures
such

as
plasm

apheresis,
plateletpheresis,

and
leukapheresis,

in
w

hich
unneeded

portions
of

the
w

hole
blood

are
returned

to
the

donor.

(.3)
A

u
to

m
ated

A
p

h
eresis--refers

to
the

collection
of

R
ed

B
lood

C
ells,

P
latelets,

Leukocytes,
G

ranulocytes,
or

P
lasm

a
by

autom
ated

equipm
ent.

T
hese

instructions
w

ill
help

you
com

plete
F

D
A

2830.
T

he
F

D
A

requires
all

blood
establishm

ents
that

collect,
m

anufacture,
prepare,

store
under

controlled
conditions

for
further

distribution,
or

process
blood

and
blood

products
to

register
under

T
itle

21,C
F

R
,

P
art607.

H
ospital

T
ransfusion

S
ervices

certified
under

the
M

edicare
program

are
exem

pt
from

registration
(see

21
C

F
R

607.65(f)).
W

e
consider

establishm
ents

that
perform

certain
m

anufacturing
steps

to
be

H
ospital B

lood B
anks, w

hich are required to register.  S
ee instructions for Item

 10.2 for these m
anufacturing steps.

P
lease

review
all

pre-printed
data

for
accuracy

and
com

pleteness.
C

ircle
incorrect

item
s

in
R

E
D

IN
K

,
and

P
R

IN
T

all
corrections and additions.

N
ote the follow

ing: Y
O

U
 M

U
S

T
 N

O
T

IF
Y

 F
D

A
 W

IT
H

IN
 5 D

A
Y

S
 IF

 Y
O

U
 C

H
A

N
G

E
 LO

C
A

T
IO

N
.

Item
2.

U
.S

.L
IC

E
N

S
E

N
U

M
B

E
R

--T
he

F
D

A
C

enter
for

B
iologics

E
valuation

and
R

esearch
(C

B
E

R
)

issues
U

.S
.Licenses

under
section

351
of

the
P

ublic
H

ealth
S

ervice
A

ct
to

firm
s

thatapply
for

licensure
and

otherw
ise

qualify.
Licenses

are
appropriate

only
for

firm
s

engaged
in

interstate
com

m
erce.

O
nly

B
lood

B
anks,

P
lasm

apheresis
C

enters,
P

roduct
T

esting
Laboratories,

and
others

are
assigned

unique
license

num
bers.

If
your

establishm
ent

is
licensed,

your
U

.S
.

License
num

ber
appears

in
item

2
for

your
m

ajor
m

anufacturing
facilities.

E
stablishm

ents
such

as
C

om
ponent

P
reparation

F
acilities,

C
ollection

F
acilities,

and
D

istribution
C

enters
that

operate
under

the
license

of
a

parent
establishm

ent
have

the
parent U

.S
. License num

ber next to Item
 10.7.

Item
4.L

E
G

A
L

N
A

M
E

A
N

D
L

O
C

A
T

IO
N

--P
rovide

the
legalnam

e
(not

the
"doing-business-as"

or
other

nam
es

in
Item

5),
street

address,
and

telephone
num

ber
of

the
actuallocation.

Include
the

postal
code

(and,for
U

.S
.firm

s,
the

4-digit
Z

IP
code

extension).
N

O
T

E
:

If
blood

collection
and

laboratory
facilities

are
separated,

but
register

as
one

establishm
ent

because of their close proxim
ity, use the laboratory address.

Item
5.O

T
H

E
R

N
A

M
E

S
U

S
E

D
A

T
T

H
IS

L
O

C
A

T
IO

N
--P

rovide
any

other
nam

e
by

w
hich

your
facility

is
com

m
only

know
n,

including
any

nam
e

notshow
n

in
Item

4,
that

is
or

w
as

used
atthis

location.
T

his
includes

trade,
doing-business-as,and

previous
nam

es,
and

nam
es

of
unaffiliated

corporations
at

the
sam

e
location.

If
registered

w
ith

F
D

A
,

include
the

registration num
ber in parentheses.

Item
6.

M
A

IL
IN

G
A

D
D

R
E

S
S

O
F

R
E

P
O

R
T

IN
G

O
F

F
IC

IA
L

--P
rovide

the
reporting

official’s
m

ailing
address

ifit
is

different
from

 the actual location of the establishm
ent.  Include the postal code (and, for U

.S
. firm

s, the 4-digit Z
IP

 code extension).

Item
7.

U
.S

.A
G

E
N

T
--N

on-U
.S

.
establishm

ents
only:P

rovide
your

U
.S

.
agent

nam
e,

institution
nam

e
ifapplicable,

street
address, e-m

ail address, and telephone num
ber.

Item
8.

R
E

P
O

R
T

IN
G

O
F

F
IC

IA
L

’S
S

IG
N

A
T

U
R

E
--T

he
reporting

officialis
the

person
appointed

by
the

ow
ner

or
operator

to
register

the
firm

and
answ

er
allletters

and
inquiries

about
registration.

Include
the

reporting
official’s

e-m
ail

address
and telephone num

ber.

Item
10.

T
Y

P
E

E
S

T
A

B
L

IS
H

M
E

N
T

--C
heck

all
applicable

boxes
that

describe
your

routine
or

autologous
operations.

If
you

check
H

ospital
T

ransfusion
S

ervice
(10.5)

do
not

check
any

other
block.

Ifyou
operate

as
an

auxiliary
establishm

ent
(e.g.,

a
donor

center)
for

a
C

om
m

unity
or

H
ospital

B
lood

B
ank,

check
blocks

10.6
through

10.8
as

applicable.
If

your
parent

blood
bank

is
licensed,

include
the

parent
license

num
ber.

N
O

T
E

:
T

here
is

now
a

line
for

com
ponent

brokers,
independent distributors, and w

arehouses.

.1
C

o
m

m
u

n
ity

(N
o

n
-h

o
sp

ital)
B

lo
o

d
B

an
k--A

com
m

ercial
or

non-profit
blood

collection/processing
establishm

ent,
not

located
in

a
hospital,

that
m

ay
perform

product
testing

and
routinely

distributes
blood

and/or
blood

products
to

one
or

m
ore

hospitals.
W

e
consider

an
independent

blood
bank

located
inside

a
hospital,

butseparately
operated

and
ow

ned,
to

be a H
ospital B

lood B
ank (Item

 10.2).

.2
H

o
sp

ital
B

lo
o

d
B

an
k--A

hospital
(or

establishm
ent

located
w

ithin
a

hospital)
thatroutinely

collects
or

processes
W

hole
B

lood
or

blood
com

ponents.
C

om
ponents

m
ay

be
collected

by
apheresis

or
prepared

from
W

hole
B

lood.
P

rocessing
includes

freezing,
deglycerolizing,

w
ashing,

irradiating,
rejuvenating,

or
leukocyte-reducing

R
ed

B
lood

C
ells.

W
e

include
hospitals

thatperform
autologous

or
directed

collections
in

this
category.

H
ospital

B
lood

B
anks

usually
perform

product
testing

(such
as

blood
grouping

and
hepatitis

testing),
as

w
ell

as
com

patibility
testing.

W
e

consider
hospitals

thatsolely
prepare

R
ed

B
lood

C
ells

or
R

ecovered
P

lasm
a,

poolP
latelets

or
C

ryoprecipitated
A

H
F

for
ease

of
transfusion,

or
issue

bedside
leukocyte-reduction

filters
w

ith
blood

com
ponents

to
be

H
ospitalT

ransfusion
S

ervices
(Item

10.5).
A

hospitalthat
collects S

ource P
lasm

a under licensure should also check "P
lasm

apheresis C
enter."



A
n

A
gency

m
ay

not
conduct

or
sponsor,

and
a

person
is

not
required

to
respond

to,
a

collection
of

inform
ation

unless
it

displays
a

currently
valid

O
M

B
control

num
ber.

Public
reporting

burden
for

this
collection

of
inform

ation
is

estim
ated

to
average

15
m

inutes
per

response
for

product
listing

updates,
1

hour
for

initial
registration,

and
30

m
inutes

for
re-registration,

including
tim

e
for

review
ing

instructions,
searching

existing
data

sources,
gathering

and
m

aintaining
the

necessary
data,

and
com

pleting
and

review
ing

the
collection

of
inform

ation.
Send

com
m

ents
regarding this burden estim

ate or any other aspect of this collection of inform
ation to:

Food and D
rug A

dm
inistration

C
enter for B

iologics E
valuation and R

esearch (H
FM

-370)
A

T
T

E
N

T
IO

N
: B

lood R
egistration C

oordinator
1401 R

ockville Pike, 200N
R

ockville, M
D

  20852-1448

IN
S

T
R

U
C

T
IO

N
S

F
O

R
C

O
M

P
L

E
T

IN
G

B
L

O
O

D
R

E
G

IS
T

R
A

T
IO

N
F

O
R

M
2830

(C
o

n
tin

u
ed

)

(.4)
P

rep
are--refers

to
functions

such
as

com
ponent

preparation
from

W
hole

B
lood.

F
or

exam
ple,

if
you

prepare
P

latelets
from

W
hole

B
lood,

check
box

9(.4).
If

you
collect

P
latelets

by
autom

ated
apheresis,

check
box

9(.3).
C

heck
box

9(.2)
for

P
latelets

collected
by

m
anual

apheresis.

(.5)
L

eu
ko

cytes
R

ed
u

ced
--refers

to
blood

products
processed

to
rem

ove
leukocytes

before
issue.

Leukocyte-reduced
products

should
m

eet
the

criteria
for

residual
leukocyte

count
and

product
recovery

described
in

F
D

A
recom

m
endations.

D
o

not
include

products
leukocyte

reduced
during

transfusion.

(.6)
Irrad

iated
--refers

to
irradiation

of
blood

products
before

transfusion.
C

heck
this

only
if

you
are

perform
ing

the
irradiation

step,
or

have
a

contract
m

anufacturing
agreem

ent
for

another
establishm

ent
to

perform
the

irradiation
for

you.

(.7)
D

o
n

o
r

R
etested

--refers
to

storage
of

products
for

a
m

inim
um

of
112

days,
until

the
donor

returns
for

subsequent
donation

or
testing,

and
allinfectious

disease
m

arkers
are

negative
at

the
subsequent

testing.

(.8)
T

est--refers
to

product
testing

such
as

blood
grouping,

syphilis,
hepatitis,

H
IV

,
and

protein
electrophoresis,

as
w

ellas
com

patibility
testing

(crossm
atching).

It
does

not
include

daily
quality

control
tests

of
reagents.

(.9)
S

to
re

an
d

D
istrib

u
te

to
O

th
ers--refers

to
storage

of
products

under
controlled

conditions
for

distribution
to

other
firm

s.

F
O

R
M

F
D

A
2830

(2/03)
IN

S
T

R
U

C
T

IO
N

S
(C

ontinued)

.11
P

lasm
a--T

he
fluid

portion
of

one
unit

of
hum

an
blood

intended
for

transfusion
w

hich,
in

a
closed

system
,

has
been

collected,
stabilized

against
clotting,

and
separated

from
red

cells
w

ithin
26

days
after

phlebotom
y

(40
days

w
hen

C
P

D
A

-1
is

used
as

the
anticoagulant)

and
stored

at
-18˚C

or
colder.

.12
P

lasm
a

C
ryo

p
recip

itate
R

ed
u

ced
--P

lasm
a

from
w

hich
C

ryoprecipitated
A

H
F

has
been

rem
oved.

.13
F

resh
F

ro
zen

P
lasm

a--S
ingle

donor
plasm

a
prepared

from
W

hole
B

lood
w

ithin
8

hours
of

collection,
or

collected
by

autom
ated

apheresis,
and

stored
at

-18˚C
or

colder.

.14
L

iq
u

id
P

lasm
a--S

ingle
donor

plasm
a

separated
from

red
cells

w
ithin

26
days

after
phlebotom

y
(40

days
w

hen
C

P
D

A
-1

is
used

as
the

anticoagulant)
and

stored
at

1-6˚C
.

.15
T

h
erap

eu
tic

E
xch

an
g

e
P

lasm
a

(T
E

P
)--P

lasm
a

obtained
from

a
patient

w
ho

undergoes
plasm

a
exchange

(also
called

therapeutic
plasm

apheresis).
D

o
not

list
T

E
P

that
is

destroyed
im

m
ediately.

T
E

P
is

intended
as

a
source

m
aterialfor

further
m

anufacturing
use,and

m
ay

not
be

distributed
w

ithout
a

license.

.16
S

o
u

rce
L

eu
ko

cytes--W
hite

B
lood

C
ells

intended
as

source
m

aterialfor
further

m
anufacturing

use.

.17
S

o
u

rce
P

lasm
a--T

he
fluid

portion
of

hum
an

blood
collected

by
plasm

apheresis
(except

plasm
a

derived
by

therapeutic
plasm

a
exchange)

and
intended

as
a

source
m

aterial
for

further
m

anufacturing
use.

T
his

includes
source

m
aterialintended

for
injectable

and
non-injectable

products.

.18
R

eco
vered

P
lasm

a--P
lasm

a
derived

from
single

units
of

W
hole

B
lood,

P
lasm

a,
or

as
a

by-product
in

the
preparation

of
blood

com
ponents

from
W

hole
B

lood,
for

use
in

the
m

anufacturing
of

licensed
or

unlicensed
products.

.19
B

lo
o

d
P

ro
d

u
cts

fo
r

D
iag

n
o

stic
U

se--W
hole

B
lood,

R
ed

B
lood

C
ells,

or
P

latelets
shipped

for
further

m
anufacture

into
non-injectable

products.

.20
B

lo
o

d
B

an
k

R
eag

en
ts--D

iagnostic
substances

m
anufactured

for
com

m
ercial

distribution
used

to
characterize

and
determ

ine
the

acceptability
of

blood
or

products
for

transfusion
purposes.

T
hese

include
reagent

R
ed

B
lood

C
ells,

blood
grouping

reagents,
antibody

to
H

B
sA

g,
etc.

A
separate

F
D

A
2892,

"M
edicalD

evice
Listing,"

should
be

subm
itted

for
each

product
w

hen
a

product
is

initially
listed.

.21
O

th
er--O

ther
products

not
listed

above
that

you
m

anufacture
for

com
m

ercial
distribution.

T
his

includes
fractionated

blood
derivatives

such
as

im
m

une
globulins,

album
in,

etc.
D

o
not

list
these

products
if

you
do

not
m

anufacture
them

.
W

hen
subm

itting
an

initial
product

listing,
list

each
product

individually
on

the
F

D
A

2657,
"D

rug
P

roductListing".

F
ebruary, 2003

P
R

O
D

U
C

T
 D

E
F

IN
IT

IO
N

F
o

o
d

 an
d

 D
ru

g
 A

d
m

in
istratio

n
C

en
ter fo

r B
io

lo
g

ics E
valu

atio
n

 an
d

 R
esearch

 (H
F

M
-370)

A
T

T
E

N
T

IO
N

: B
lo

o
d

 R
eg

istratio
n

 C
o

o
rd

in
ato

r
1401 R

o
ckville P

ike, 200N
R

o
ckville, M

D
  20852-1448

.1
W

h
o

le
B

lo
o

d
--A

ll
blood

collected
from

hum
an

donors
for

transfusion
to

hum
an

recipients
using

an
approved

anticoagulant
preservative

solution.

.2
R

ed
B

lo
o

d
C

ells--R
ed

B
lood

C
ells

rem
aining

after
separating

plasm
a

from
hum

an
blood,

or
collected

by
apheresis.

.3
R

B
C

F
ro

zen
--R

ed
B

lood
C

ells
stored

at
ultra-low

tem
perature

in
the

presence
of

a
cryoprotective

agent,
w

hich
m

ay
be

preserved
for

long
periods

of
tim

e.

.4
R

B
C

D
eg

lycero
lized

--R
ed

B
lood

C
ells

w
ashed

free
of

the
glycerolin

w
hich

they
have

been
stored.

.5
R

B
C

R
eju

ven
ated

--R
ed

B
lood

C
ells

treated
w

ith
a

rejuvenating
solution,

such
as

pyruvate
inosine,

to
restore

cellintegrity.

.6
R

B
C

R
eju

ven
ated

F
ro

zen
--R

ed
B

lood
C

ells
treated

w
ith

a
rejuvenating

solution,
then

frozen
and

stored
at

ultra-low
tem

peratures
in

the
presence

of
a

cryoprotective
agent.

.7
R

B
C

R
eju

ven
ated

D
eg

lycero
lized

--R
ed

B
lood

C
ells

treated
w

ith
a

rejuvenating
solution,

frozen
using

a
cryoprotective

agent,
and

then
w

ashed
free

ofthe
rejuvenating

solution
and

glycerol.

.8
C

ryo
p

recip
itated

A
H

F
--A

preparation
containing

antihem
ophilic

factor
obtained

from
a

single
unit

of
plasm

a.

.9
P

latelets--P
latelets

collected
from

a
single

donor
and

suspended
in

a
specified

volum
e

of
originalplasm

a.

.10
L

eu
ko

cytes/G
ran

u
lo

cytes--W
hite

B
lood

C
ells

(leukocytes)
collected

from
a

single
donor

and
suspended

in
a

specific
volum

e
of

originalplasm
a

intended
for

patientinfusion.

P
aperw

ork R
eduction A

ct Statem
ent

T
H

E
 R

E
P

O
R

T
IN

G
 O

F
F

IC
IA

L M
U

S
T

 S
IG

N
 A

N
D

 D
A

T
E

 T
H

IS
 F

O
R

M
.  A

fter com
pletion, send the form

 to:

A
fter

w
e

update
your

registration
form

,
w

e
w

ill
send

a
validated

form
to

the
location

show
n

for
the

registering
establishm

ent,
and

to
you

if
your

address
is

different.
If

you
have

questions,
contact

the
B

lood
R

egistration C
oordinator at 301-827-3546, or by e-m

ail at <
bloodregis@

cber.fda.gov>
.


