
f 

Oxford H,mooh:l ia Centre, Plasma Fractit?nation Lanorato'''~ ;

With compliments 

C L.. 

G RO-
C 

Telephone: Oxford 62002 (STD 0865) OR 
Oxford 64841 Ext ... ......... 

BPLL0008067_0001 



Ant*lhenophific 
Factor (Human) 
YOPHILIZED 

AHF 
with Diluent and Disposable Admen,' . 

Description 

•t 

1 AHF is a stable dried concentrate iFa<: 
AHGI to be used in the treatment nt He' 
(classical hemophilia). Easily recnnn! 
administered without the side effects )., 
associated with the use of plasma !t can 
incidence and seventy of bleeding i of s Iv :r 
proper medical supervision and tr., eo. . . •inpatient 
prophylactic treatment is now ava+iarile 
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Features 
Stability 
One year when stored in refrigerated carob . ,: ,i 
t2 -8°C1. 

Safety 
There are no known contraindications 
(See full disclosure). 

Labeled dosage 
Each bolbe is labeled with the number of 
Factor VIII units it contains There are a minimum (It 
200 AHF units in every bottle. 

Complete and ready to use 
Each package contains all the necessary infusion 
components for reconstitution and administration. 

How Supplied 
Lis, No 6-5151—One each - Vial ANTIHEMOPHILIC 
FACTOR (HUMAN) AHF Lyophilized, 25 ml vial of 
Sodium Chloride Injection USP, administration set , 
21-G x 1112" IV needle, airway cannula and double 
ended reconst !utiion needle. 

Fluid pathway, needle and airway cannula are sterile 
and non-pyrogenic 

ABBOTT Scientific Products Division 
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Boys will be boys... 
Even if one is a Hemophiliac 
Hemophilia. The constant threat of hemorrhage. Now 
ABBOTT Scientific Products Division Antihemophilic 
Factor (Human) AHF offers the hemophiliac the oppor-
tunity to lead a more normal life. 

Antihemophilic Factor (Human) Lyophilized is a 
stable, dried concentrate, easily reconstituted in a dilu-
ent and administered without the side effects occasion-
ally associated with plasma.' Every bottle 

is 

labeled with the number of Factor VIII units it con-
tains. So when the individual patient factors affect-
ing dosage have been established, the patient's 
average dosage can be accurately calculated and 
administered; even allowing the hemophiliac to 
be treated on an out-patient basis.111 It can reduce 
the incidence and severity of bleeding epi-
sodes, and the pack contains all the compo-
nents needed—AHF, diluent and administra- 
tion set —for immediate use. 

a ABBOTT Scientific Products Division 
Abbott LabOralbrtea 
520 Mission Sveet. South Pasedeea. Cal,felnie 910}7 

INDICATIONS: ABBOTT Scientific's Antihemophilic Factor (Human) Lyoph-
ilized is a stable, dried concentrate of antihemophilic factor (Factor VIII, 
AHF, AHG) to be used in the therapy of Hemophilia A (Classical hemophilia). 
CAUTION: This product is prepared from units of human plasma which 
nave been tested and found non-reactive for Hepatitis Associated Antigen. 
However, it is recognized that presently available methods are not senai-
live enough to detect all units of potential Infectious plasma and the risk 
of transmitting hepatitis is still present. SIDE EFFECTS: Reactions 
observed are mild and rare, namely: mild chill , nausea, or stinging In the 
vein proximal to the transfusion. CONTRAINDICATIONS: There are no 
known contraindications to ABBOTT Scientific's Antihemophilic Factor 
IHumani 

I t) Mollison, P. L.: Blood Transfusion in Clinical Medicine, 3rd Edition 
p. 541. F. A. Davis Co., Philadelphia, 1963. 
(2) Kasper, C. K., Dietrich, S. L. and Rapaport, S. I.: Hemophilia 
Prophylaxis with Factor VIII Concentrate. Arch. Int. Mod., 125:10114, 
1970. 

Antihemophilic 
Factor (Human) 
LYOPHILIZED 

AHF 
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ANTIHEMOPHILIC 
FACTOR (HUMAN) 
LYOPHILIZED 

AHF 
ANTIHEMOPHILIC FACTOR (HUMAN) AHF from 
ABBOTT Scientific Products Division is a stable 
dried concentrate of Anfiterocphihc Factor (Factor 
Vlil, AHF, AHG) to be used ir. the- ! nerapy r>f 
Hemophil ia A (Classical Hemophilia) 

Hemophil ia A is a hereditary (h•soranr of blood 
coagulation associated who a deficiency r•l ' 
anlihemophilic factor, a consiiti ant of nurn irl 
plasma required for blood clotting. Since this 
abnormality is associated with a rare sex linked 
recessive mutant gene, the disease occurs almost 
exclusively in males..Indiv'iduals wi!n this.rtrsdrder 
tend to bleed profusely tollcwh :; mrr . !Tr(b ria 
usually in their joints muscles. r• in 'er,- -,r,:ar,s 
Surgery on such patients is inipossr:"ii, w:llrar:l 
temporary correction of their ahnormalily with 
specialized lranrfusions' 

Until recently, the medical mar, teme''.: o.' patients 
with Hemophilia was t•dscd on :!ro-- ••i laroinonl of 
the blood component they lack by i;.,•tsfasiors of 
fresh blood, fresh plasma, or fresrr 'r•un'1 ptrrrra. 

The usefulness of fresh blood or plasma is I:rn.!ed 
by the need IC • admims'er large vniunlns of either '1 
order to raise the cnnrenlrabcn of ar,hhenioc-hii,c 
factor in the blood to levels tea-: red to act Cleve and 
maintain hemostasis. The repoa!ert m!usions of 
large volumes of plasma often lead it ircu!at^,:y 
difficulties with threatening heart fa•I1:e as a result 
of hypoprole!ner i,a There ,s air! vcso:,ia:ed kidney 
dysfunction with albumrnr,r.a. edema. :n•! ref: ̂ .tarr 
of electrolytes. 

Because of the limitations of olor.d and pins" a 
transfusions, many invesligatbrs have sreuell;l !(, 
separate and concentrate antihornophilic glourrtin 
(Factor VIII) from plasma rr, a form sir - table for 
substitution therapy of Hemophilia A patient!: 

Concentrated anfihemoph;i':: glooubr' it va:runs 
degrees of purification prepared by inethods of 
Cohn, Wagner and Brinknous. Binmhack. van 
Crevetd, Pavlovsky, Dierassi and rilhers has been 
used with clinical success. 

In 1954, Brinkhous noted tt, at partia!;y purified 
antihemophilic globulin (Factor VI I) v.as no! 
soluble in cold media and concluded that it was 
a cryoglobuhn. 

Pool recently explored the solubdlw properties of 
this fraction of human plasma to prepare 
antihemophilic globulin concentrates for clinical 
use: The plastic bag closed sysfer• , developed by 
Klein and.D)erassi, was utilized to ,;,tract 
antihemophilic globulin from plasma simply ar,1 
efficiently by controlled freezing and thawing i he 
cryoprecipitate derived from plasma by Pool's 
technique has higher Factor Vill activity per unit of 
protein than Cohn's Fraction 1. Its use requires the 
infusion of less protein and fluid than does the 
administration of fresh or frozen plasma for the 
treatment of Classical Hemophilia. 

ANTIHEMOPHILIC FACTOR (HUMAN) AHF from 
ABBOTT Scientific Products Division is a highly 
potent source of antihemophilic factor activity. 
Since it is a purified cryoglobutin, only relatively 
small amounts of protein need be given to a patient 
in order to increase his level of antihemophilic 
factor. Since this product is of human origin, no 
danger of species antigenicity is associated with its 
use. Blood group iscagglutinins are not present in 
significant amounts. This product is easily 
reconstituted in the sodium chloride diluent and 
can be administered rapidly without the side effects 
o0cssionally associated with the adrninistral ion 
of plasma. . 

The dry product is stable when stored according to 
label and can be administered with assurance 
concerning the dose requirement. The material is 
highly effective in arresting bleeding due to 
deficiency of Factor VIII. Whenever needed 
ANTIHEMOPHILIC FACTOR (HUMAN) AFiF can be 
used to increase the Factor VIII levels of patients to 
normal or near normal values without overloadi,,q 
their circulatory system. 

Dosage 
Each bottle of ANTIHEMOPHILIC FACTOR 
(HUMAv) AHF is labeled with the total units of AHF 
cCnlal'1ed therein. One AHF unit is defined as the 
act ivity present in one ml of fresh pooled 
human plasma. 
The dosage of ANTIHEMOPHILIC FACTOR 
(HUMAN) AHF must be individualized according to 
the weight of the patient, the severity of the bleeding, 
the severity of his blood condition, the source of 
bleeding, inhib.!urs present (if any), and other 
lactors as determined by the managing physician 
or surgeon laboratory aids, whenever available, 
shnui(t be r.: ad I' . .:•;pt^emuilt clinical observations 
for guiding fharar.. 
Dlerassi sugge ,h-7 the b lowing dosage schedule -
lor various ciirrira; conrlrrems based on the 
experience orth substitution therapy in a large 
pediatric hen,opt, iha cornice 
1. Joint Hemorrhages 
If no asr,irahon is i err e out 10 units per kilogram 
body; a y!tl ia- rr; ;ad. of e:v :hl Ni twelve hours for 
I an to three 'i, '1 , 'it as;;:, ,a:. s .:a: tied out. 10 
ui,•h; ac'r ki:, :.Aram : tin i r n: Sr the aspiration with -
'a;.er•4d sm u t sr .lOso :.'x I•' .,ruts (rows later An 
addib,'dlai .r'uS,r ,l '•' , r i is Car F !oft'am body 
weight is given ;t'•i' icy ,.s no ay .! Ire' patient 
.annr t stav off h'. 'eat I !oar to t:•.,± additional 
days r,n;: • -' sor. o! 1j :,nits per krrogran. once a 

' c .1 -•.•n Ir . I' ' vu I(. [r. ;r days 
2. Muscle Hemorrhages 
a '-.' - v ier r• . , is.:.•S 6f r tier riot's or 
..,au ri'rnn-vrlaf aieasl it, . ,.. :vi'r kilogram 011ce. a 
ray 4:' : 'o or thren days. 
i - Muv...,ve nc'•,.+r, iii ics • c•r rd::! waits: T1n•) 

ha on:: . a; 1'' !,nu' r•tervals, List and second day; 
ii infusrcr• :: i d , !•:r I.. . i'm m days (10 units per 
''grain for each "tiiaronl 

v kt,r.c In ht--gc•'rha,r85 ,n vainly of vital organs 
. I, :r•ioat ;.ib:.c'•Icne- r- iliopsoos muscle. L11c.) 

r:e' k iggram followed b:• 10 units per 
kilc-grarn r✓e' :r eight hours, larger eases ,' not 
arrested. Ms,nrarrr schedule for tort;-n;ghl hri,jrs 
and cerrl.nur''v"1 '. hdlt the dose for another 
!r't•t Ci :' i `io 
3. Overt Bleeding (cut lips, tongue, cheeks, 
various cuts and wounds) 
~G 'nit'. ;,u' k,roara n. Continue with In units per 
ijrtug 0 ii', • ve'y SIR to eight hours for Twenty- !uUr 

'l' :,, i'',,.'"  hour; f--,r three to four ,1a7,... 
4. Massive Wounds 

, .';n unU• . ;cernng %t rn and n,ain;a,n with 20 
, r.. is on ,rgram eve'ye:.lht hours. Obtain Iovois 
and mi.i .vr,h .t m'arrrirm of 40%M AHG Ir-vu' 
n patient 

5. Surgery 
ev,:•is or 40'hi AHG or T i''; its reeled Thirty to' 

forty units r•ei a,lroran, Ji nosy vieigllt are needed 
mini to surgery b ronco by 20 units per kilogram 
every eight hot,rs sill's: surgery. This should be ,Jove 
with laburalory contra', and the dotage should be 
^creased it the AHG level is less than 30n% lust 

pear to the neKl Infusion The post-infusion level 
should he arnur,d d09b AHG. i ll has been 
suggested by M, Mrilarr that the AHG level I'^ raised 
to :10-409'0 of normal for it least tan days 
postoperatively) 
For each unit of ANTIHFMOPHILIC FACTOR 
(HUMAN) AHF ariminrstered, per kilogram of body 
weight a two per cent rise in Factor VIII activity was 
observed by Abildgaard, of al. Dterassr states that the 
dosage of ABBOTT Scient,t.c's ANTIHEMOPHILIC 
FACTOR (HUMAN) Al IF can be used• interchange-
ably with glycine precipitated AHF. This linear dose-
response relationship may be shown by the formula 
Expected AHF increase (in percent of "normal") 

2.0 x units administered 

body weight tin kg.) 

The clinical effect on the patient ,s the most 
important factor in the evaluation of adequacy of 
Therapy. It may thus be necessary to administer 
more ANTIHEMOPHILIC FACTOR (HUMAN) AHF 
than would be estimated in order to obtain the . 
desired resell The dosage requirements of AHF 
when-inhibitors are present are extremely variable, 
and the dosage can only be determined by the 
clinical response. Occasionally, low increments of 
AFri' in patients with AHF inhibitors may suffice to 
produce satisfactory clinical responses. 

Side Effects 
Reactions observed are mild and rare, namely: mild 
chill, nausea, or stinging in the vein proximal to 
the transfusion. 

Contra indications 
There are no known contraindications to 
ANTIHEMOPHILIC FACTOR (HUMAN) AHF 

Reconstitution and Administration 
1 Warm sodium chloride diluent and concentrate 

bottles to room temperature (hut not 
above 37CC). 

2. Remove aluminum band and dust cap from the 
diluent bottle. 

3. Swab the exposed rubber surface with alcohol. 
(Do not leave any excess cleaning agent in 
indentation on stopper.) -

4. Remove all covering from one end of a double 
ended needle. Insert this exposed end of the 
needle through the depression in center of the 
stopper in the bottle of diluent. -

5. Remove aluminum band and dust cap from the 
concentrate bottle. 

6. Swab the exposed rubber surface with alcohol. 
7. Remove plastic cap Irom the upper end of the 

double-ended needle now seated in the stopper 
of the diluent bottle. Hold concentrate bottle in 
one hand. invert the bottle of diluent in the 
other hard, and push the exposed -end of the -
needle throilgh the depression in the center of 
the stopper, making certain that the diluent is 
always aoove the bol lie .of concentrate. There 
should be enough vacuum in the bottle to draw 
in all the diluent. 

b Disconnect the two boufes by removing needle 
from concentrate bottle stopper 
Then gently agitate or rotate concentrate bottle 
uatrl at! concentrate is dissolved. (Do not shake 
v,gurcusly.) Ffeconsltluhon requires fifteen to 
twenty minutes. 

il. Rerrio-:e cover Item suway needle and insert 
a:rv..;y needle into concentrate bottle stopper, 
Cl:'se ;!amp on administration set. 

11. Renl•'r.e':over from stopper — puncture needle 
of set (near drip chamber) and insert needle 
unto concentrate troltle stopper. Suspend bottle 
in inverted position. 

12. Squeeze and release drip chamber once to 
5Iio•-w if to partially fill wish liquid. 

13 Remove needle adapter cover and insert 
adapter into hub of administration needle. 

I t. Open control clamp and fill set with liquid from 
hotlle. Close clamp and insert administration 
needle into vein. - 

15. Discard administration equipment after use. 

How Supplied: List No. 6-5151 . 
One each: Vial ANTIHEMOPHILIC FACTOR 
(HUMAN) AHF Lyophilized, 25 ml vial of.SodiUm 
Chloride Injection USP, administration set, 
21-G x 1 f/2" IV needle, airway cannula, and 
double ended reconstitution needle. 

Fluid pathway, needle, airway cannula and 
reconstitution needle are sterile and non-pyrogenic. 

Storage 

ANTIHEMOPHILIC FACTOR (HUMAN) AHF should 
he stored al temperatures between 2'C and 8`C' 
136'F to 46'F). 

Caution: Federal (USA] law prohibits dispensing 
without a prescription, 

Caution: Federal (USA) law restricts this device 
to sale by or on the order of a physician or other 
licensed practitioner. 
Single dose container for intravenous administration. 
Discard unused contents. 
Discard administration equipment after single use. 
This product is prepared from units of human 
plasma which have been tested and found non-
reactive for Hepatitis Associated Antigen. However, 
it is recognized that presently available methods are 
not sensitive enough to defect all units of potential 
infectious plasma and the risk of transmitting 
hepatitis is still present. - 

Bibliography available on request 

a ABBOTT Scientific Products Division 
Abbott Laboratcrles 
820 Mission Street, South Pasadena, California 91030 
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