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A NEW INTERFACE 
It is clearly outside the scope of standard 
product literature to examine current and 
controversial issues relating to the supply 
and use of blood products. However, it is 
important that the views of both manu-
facturers and medical profession should 
have the opportunity of being voiced. 
Indeed, one of the recommendations 

.ained in the International Federation 
Pharmaceutical Manufacturers 

Association's (I.F.P.M.A.) 1980 report on 
blood products r was that although "care 
should be taken to avoid over-promotion 
of the various products made from human 
blood, full information on such products 
should continue to be made fully available". 

It is the intention of Plasma Perspectives 
to be the vehicle of these views and to 
form an interface where the opinions of 
both producers and users can be seen. 
Clearly for such a publication to be of real 
value it has to be seen to take an objective 
and impartial view. Much of this objectivity 
will be dependent on the contributions, 
correspondence and reports which are 
received from those with a special interest 
in the administration of blood products. 
The newsletter will be published by the 
Plasma Division of the Armour 
Pharmaceutical Company and it is hoped 
to include an abstraci and bibliography 
service on items of mutual interest. It will 

BLOOD PRODUCTS 
DEMAND EXCEEDS SUPPLY 

World-wide Demand for Plasma Fractions (in monetary value)' 

Each year there is an increasing requirement 
in the U.K. for blood and its derivatives. 
This demand far outstrips its provision 
from National Health Service sources. For 
example in 1979 it was estimated that 

the supply of A.H,F. from the Blood 
Transfusion Service provided only half the 
60 million units of A.H.F. which was used 
during the year. Worldwide more than 70%5 
of human plasma used for fractionating is 

be distributed on request free of charge 
to members of the medical and allied 
professions. 

The first issue of •Plasma Perspectives 
is, for the most part, based on a report by 
Dr. Peter Jones, Director of the Haemo-
philia Centre at Newcastle, following an 
invitation to visit some of Armour's plasma- 
pheresis centres and their Fractionation 
Plant in the U.S.A. We believe that this 
impartial report will go a long way to 
correct many of the misapprehensions 
and misunderstandings which have arisen 
in relation to the collection and distri-
bution of plasma from commercial sources 
within the U.S.A. 

derived from commercial sources. The 
shortfall which would follow any supply 
problems in the commercial sector would 
be of enormous proportions. 

Allegations about the incidence of 
hepatitis B and non-A and non-B, alcoholism 
and drug addiction amongst paid donors 
have done much to harm the commercial 
supply of blood products. It is therefore 
imperative that all the companies involved, 
as well as Armour, in the collection, 
fractionation, purification and distribution 
of blood derivatives comply with the 
appropriate regulations and requirements. 
This in itself will help to guarantee the 
quality of the product but not its con-
tinuing supply. The companies involved 
need to not only operate within well 
defined highly regulated guidelines — they 
have to-be seen to do so_ 

In the U.K., Armour Plasma Division 
is a major supplier of blood products, 
particularly Human Anti-Haemophilic 
Factor (A.H.F.) which is available as 
Factorate. The most recent development 
in this area has been the introduction of 
Factorate H.P. (High Purity and Potency) 
which has the highest specific activity 
(i.u./mg protein) of all concentrates 
currently available in this country and 
could, therefore, be of particular value in 
the treatment of intensively infused 
patients, especially those with inhibitors or 
undergoing surgery where volume relative 
to potency and purity could be especially 
important. 
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'AND CONT  
PLASMA COLLECTION 

Quality Source Plasma to F.D.A. 
Standards Protects Recipient 
Plasma collected for the production of 
Armour's Factorate both, Standard and 
High Purity, is SOURCE PLASMA which 
is a Federally defined and regulated product 
in the U.S.A. It has a statutorily defined 
quality which is as follows: 
"That fluid portion of human blood which 
has been stabilised against clotting, collected 
by plasmapheresis from humans who have 
not been hyperimmunised to produce 
specific antibodies, and intended for 
source • material for manufacture of Anti-
haemophilic Factor (Human), Immune 
Serum Globulin (Human), Plasma Protein 
Fraction (Human) and Normal Serum 
Albumin (Human). It is manufactured 
according to and conforms to all sections 
o 'tle 21 of -the Code of Federal 
R tions, Sub-chapter F, parts 600, 
60 606, 607, 610 and Sub-part G, 
640.60 to 640.76 of Sub-chapter F, and is 
"flash frozen" as individual units at -70°C, 
or colder, within one hour after separation 
from red blood cells and within two hours 
of withdrawal from the donor." 

The practice of collecting plasma from 
Third World countries where blood products 
are already in short supply and where, in 
some cases, hepatitis B is endogenous has 
been severely criticised. 

All of Armour's SOURCE PLASMA is 
collected from Federally regulated plasma• 
pheresis centres on the U.S.A. mainland. In 
1975, in order to help achieve self-sufficiency 
and total control of its operations, Armour 
purchased Blood Plasma Services which 
maintained 12 centres in 11 cities. Since 
that date, other plasmapheresis centres 
have been acquired and Armour has 
rationalised the network into one highly 
or ' ed subsidiary, Plasma Alliance 
In orated, which now coordinates the 
activities in 22 centres all of which are 
located in North America. 

Plasma Alliance's 22 centres are respon-
sible for collecting from approximately 
22,000 donors registered at any one time, 
records for whom are centrally controlled 
by computer at the Company's principal 
plasmapheresis laboratories in Knoxville 
Tennessee which are among the largest of 
their kind and which process over 9,000 
donors per month. 

Donor Protection is also Essential 

In the same way that all possible steps 
must be taken to ensure the welfare of 
the recipient so does the same apply to 
Armour's registered donors. 

Donations of plasma are restricted to 
two per week separated by at least 48 
hours and usually comprise 0.5 to 0.7 litres 
per donation; there is also an annual 
maximum of 60 litres per donor. This is a 
significant amount but is a maximum and 
not typical of what is collected from each 
donor annually (usually less than 20 litres). 

Plasma proteins and volume are rapidly 
replaced in healthy individuals and to allay 
any concern about the long term welfare 
of donors it should be emphasized that the 
safety of the above regimes has been 
verified by work from the Nobel Laureate 
George Whipple. More recently, a collabora-
tive study on the effects of long term 
plasmapheresis on donor health has been 
initiated by Armour and other major 
fractionaters, This study has the full 
collaboration of the F.D.A. and the final 
results are due later this year; if these 
indicate any required changes in current 
practices the joint group will liaise with 
the F.D.A. to ensure they are effected 
promptly, 

Computer Control of Donors offers 
an Extra Safeguard to Donor and 
Recipient 

The histories of all donors are recorded on 
microfiche and updated on a weekly basis. 
The data base is cross-checked for each 
new donor, by central control at Knoxville, 
and disseminated via the computer terminals 
at each of the 22 centres. 

So that careful scrutiny is made of each 
new donor with computer control between 
centres (to avoid a potential donor who 
has been rejected at one centre turning 
up at another, etc.), the record of every 
new donor or donor of more than six 
months duration is rechecked. 

All donors are identified by name, date 
of birth and social security number. The 
day following the donations each person 

on the centre list is checked out by the 
Centre's Quality Assurance Unit. Each 
centre then sends its updated audited list 
into the central Knoxville Laboratory 
where the central Quality Assurance Unit 
performs another complete audit, before 
distributing them to all the centres. 

Also, at least every six months all the 
files of active donors are checked against 
the microfiche records. All individual 
donors are checked by physical examination 
by the Centre physician and by examination 
of previous medical history in terms of 
hepatitis infection or drug habit. No donor 
with an unsatisfactory history is admitted 
to the donor register. 

Armour In-House Standard 
Operating Procedures Conform to 
F.D.A. Regulations 

Embodied in the above is a rigid and 
sophisticated record control which, for 
example, covers the following critical 
areas:-

A. Processing of Source Plasma Donors 

I . Records 

2. General criteria 
Identity, Age, Weight, Appearance. 

3. Health criteria . 
i) Questionnaire on medical history 

especially transmittable diseases, 
ii) Frequency and volume criteria. 

addictions, previous donation 
history. Heart, lung, liver, kidney 
performance. 

.,? ,QOO 
Do710rS 

2Z Centres

9onor History

°nor Informa~~a~ 

Computer Control of Donor History and Information 
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iii) Haematological (Hb and total 
protein) and medical (pulse, B.P., 
temperature) examination. 

B. Medical Control 
i) General medical criteria: Federal 

Regulations, Operating Procedures, 
Policy. 

ii) Specific medical criteria. 
Consent, frequency of examina-
tions, donation history. clinical 
biochemistry data and review, 
immunisation procedures. 

C. Source Plasma Collection 
Donor preparation, equipment set-up, 
venipuncture and collection, centri-
fugation, reinfusion. 

D. Section on Adverse Reactions 
This is a section strictly concerned with 
the actions to he taken in the event 
of adverse reactions of donors resulting 
from problems with donation, plasma-
pheresis. immunisation and symptomatic 
reactions of temporarily lowered blood 

lume. 
ciliary Procedures 

Including equipment calibration and 
maintenance, sterilisation, storage and 
shipping. 

F. Laboratory Testing 
Sample handling, daily quality control, 
blood group testing, STS testing, SPE, 
HB5 Ag. 

G. Records and Exhibits 
Examples of forms, reports, labels, 
formats covering donor identification, 
medical examination, consent forms, 
laboratory results forms, processing 
records, FDA documents. 

Rigorous Testing Ensures Consistency 
and Safety of Product 
SOURCE PLASMA should be substantially 
free from red blood cells, contain not more 
tl a permitted maximum ofhaemoglobin, 

a total protein content of 5.5%, be 
fre front bacterial and pyrogenic con-
tamination and free from HB5Ag, as tested 
on individual units of plasma, by radio-
immune assay or other assay meeting the 
appropriate Federal regulation (Title 21 
CFR 610.40). 

The Major Concern is Testing for 
Hepatitis B Surface Antigen 

There is still no completely reliable labora-
tory test available to detect all potentially 

infectious plasma donations. However, the 
availability of hepatitis B serological 
markers that can be detected by sensitive 
laboratory techniques has proved extremely 
useful not only in considerably reducing 
the incidence of hepatitis B but in contri-
buting to the advances in the knowledge 
of the pathogenesis of hepatitis B and the 
associated chronic liver disorders. 

Armour uses a radioimmune assay and 
specifically the Electronucleonics Riausure 
Il technique, regarded as one of the most 
reliable of generation 3 kits. The Knoxville 
Laboratories perform over 5,000 tests per 
day being well equipped and adapted to do 
so. The test is carried out on each donation 
and pool as well as the finished product. 

Absolute Traceability to the 
Individual Donor is Achieved 

If a donation, when first tested, gives a 
positive result the test is repeated and if a 
further sample from the donation is 
positive and this is confirmed by a neutral-
isation test, then the donor is classified as 
positive and excluded permanently from 
donating. 

No unit is shipped if a positive result is 
obtained even if the positive is shown to 
be false. Once a unit has been shown to be 
positive, Knoxville will inform the relevant 
centre by telex and the unit is quarantined 
and tagged with the bottom half of a red 
tag. 

The tagged material is resampled and 
once a unit is confirmed as positive it is 
destroyed and the centre is given the other 
half of the red tag and a reconciliation of 
the red tags between the central laboratories 
and the collecting centres is made. If a 
donor gives a sequence of donations of 
which one is found to be positive then it 
and all the units after it are destroyed even 
if the donations subsequent to the positive 
unit are negative. 

Small Factorate Batch Sizes 
Facilitate Control 
All batches of pooled plasma from which 
Factorate (A.H.F.) is produced comprise 
donations from only.approximately 2,000 
donors. Should the need ever arise, under 
the foregoing system and control, location 
of the finished product and traceability 
back to donor is quick, simple and efficient. 

Difficulties associated with tracing 
donors from large pools containing many 
thousands of donations obtained from 
plasma brokers and independent collection 
centres do not arise under the system 

operated by the wholly owned and con-
trolled Armour Plasmapheresis Centres. 

Non-A Non-B Hepatitis 
This is now the most common form of 
hepatitis that follows the transfusion of 
blood and certain plasma derivatives. 
Specific laboratory tests for the identi-
fication of this most recently recognised 
type of hepatitis are not yet available 
so that diagnosis can only be made by 
exclusion of hepatitis A and B. However. 
much information is available on its 
epidemiology and clinical features. Studies 
of the histopathological sequelae of acute 
non-A, non-B infections indicate that 
chronic liver damage, which may be severe, 
may occur in as' many as 40-50% of the 
patients whose infection is associated with 
blood transfusion or with treatment by 
haemodialysis. 

Experimental evidence for the existence 
of at least two distinct non-A, non-B 
hepatitis viruses has been obtained from 
recent cross challenge transmission studies 
in chimpanzees, but final confirmation 
must await the development of specific 
laboratory tests for non-A, non-B hepatitis 
and the identification and characterization 
of the virus(es).2

When reliable serological markers for 
non-A, non-B hepatitis are available Armour 
will be ideally positioned to take the 
initiative. Meanwhile research and develop-
ment is an ongoing activity aimed at 
providing increasingly safe therapeutic 
blood products. 

Confidence is Important 
All Armour Plasmapheresis Centres are 
fully controlled by trained, qualified, 
Armour personnel as are the distribution, 
fractionating, processing, quality control 
and research facilities. This self sufficiency, 
control and long term commitment to the 
field of plasma fractionation has an 
important bearing upon the quality, 
reliability of and confidence in the products 
produced. ' 

The total Armour operation from 
individual donor screening programmes to 
distribution of the final product aims at 
complying implicitly with the stringent 
standards laid down by the F.D.A. as well 
as the D.H.S.S. and other authoritative 
bodies to the benefit of both donor and 
recipient. 

Armour — a world leader in 
Plasma Fractionation 
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ARMOUR PLASMA DIVISION 
(Plasma Alliai 

Dr Peter Jones, Director of the Haemophilia 
Centre at Newcastle comments as follows; 

"Plasma Alliance employ 888 staff (full 
and part-time) for the collection, testing 
and shipping of plasma obtained from 
paid donors in 22 Centres. Of these, 
75 are '40 hour' employees. Total donor 
beds is presently 1037, with an average 
Centre size of 40-45 beds. Bed occupancy 
runs at about 60 percent. Each Centre has 
a Manager and an Assistant Manager, a 
Donor Room Supervisor, a member of 
staff with specific responsibility for quality 
control and a Physician, who is not 
necessarily in attendance throughout 
opening hours. When the Physician is 
not in attendance, arrangements exist 
with a local hospital for cover (in, those 
Centres visited never more than 10 minutes 
away)." 

"The regulations for the acceptance, 
screening, medical examination and plasma-
pheresis of donors is laid down in the 
Standard Operating Manual, and was 
followed through in detail in Knoxville, 
and in a curtailed fonn in the other Centres 
visited. In all cases all operating procedures 
were strictly observed, and the standard of 
professional expertise and donor care was 
impressive." 

"Plasma Alliance had taken special care to 
inform their donors about the procedures 
involved, and about what happened to 
their blood/plasma. This is good practice 
and is commended." 

0 
Over one million plasma donations are 
processed annually. Each donor is carefully 
screened before being accepted into the 
donation programme. Through the use of 
sophisticated record keeping and the 
implementation of a system of standard 
operating procedures Armour Plasma 
Alliance continually updates its efficiency 
within each centre. 

"Of special merit were firstly, the safety 
checks used by Plasma Alliance to 
guarantee donor safety and plasma/red cell 
identification, and the institution of the 
NABSAF coded system in addition to 
donor details and signature and bed number 
is applauded," 

"The staff at every centre visited were 
clean, bright, welcoming and intelligent. 
Uniform varied in style but was 
predominantly white and always freshly 
laundered. Personal hygiene (hair. nails, 
appearance) was of 

a very high standard." 
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"Donors questioned had no complaints 
about the procedures and most seemed to 
enjoy the experience of taking a rest 
during plasmapheresis. This impression is 
not in accord with the reportedly low rate 
of reattendance." 

"Donors are looked after by Registered 
or Licensed Practical Nurses or their 
equivalent in terms of training." 
"All Centres were administered under 
FDA rules. An in-house Standard Operating 
Manual (SOM) was available in each Centre 
visited," 

"In most Centres visited an attempt had 
been made to educate the new donors by 
wall posters and audiovisual displays. In 
general these were good but there is 
greater potential here to increase donor 
`loyalty' and reattendance." 

"Plasma collected by Plasma Alliance is 
shipped to Kankakee for processing in 
refrigerated lorries- Prior to shipping all 
plasma is stored in temperature-monitored 
cold rooms. "Quarantined" plasma is 
stored separately, and not shipped until 
cleared by the Company's laboratory." 
"The open attitude of the helpful and 
highly motivated personnel was as apparent 
here as in the Centres. The impression 
gained in the short visit, which, for 
acceptable security reasons, could not 
include a complete breakdown of the 
manufacturing process, was very 
favourable." 

Armour's participation in human plasma 
fractionation has grown into one of the 
largest fractionation facilities in the world 
today. An indication of the company's 
commitment in this area is the investment 
of £12 million on a new plasma fraction. 
ation and sterile filling facility at the 
Kankakee location. Design concepts and 
construction materials are the most modern 
available. The human plasma fractionation 
operation includes facilities and personnel 
for the receipt, testing, and storage of 
human plasma; large scale fractionation; 
process control and validation; sterile 
filtration and parenteral filling; packaging 
and quality control. In addition, a staff of 
developmental scientists and engineers is 
involved in the constant improvement 
and updating of processing techniques 
and facility design. 
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Above: "Centre lobbies were invariably 
bright and informal with coloured wall 
hangings. Records were stored within 
easy reach of the receptionists." 

Right: "Security and cross-checking were 
excellent in all Centres. Here packs are 
being labelled and checked next to the 
camera which recorded donor signature as 
well as names and features."

Above: "The staff at every Centre visited 
were clean, bright, welcoming and 
intelligent. This girl checks the blood 
pressure of a potential donor." 

Right: "Laboratory test areas — in this 
area behind the cubicles were clean and 
well monitored. Staff were familiar with 
the correct use of all equipment, and this 
familiarity was in part responsible for the 
calm, professional atmosphere evident in 
even the smallest, most potentially 
claustrophobic Centre in Atlanta." 
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Left: "Separation of plasma from red cells 
after centrifugation. Identity checks used 
before transfusion of red cells were 
stringent, quality control and handling 
excellent throughout in all Centres." 

Above: "View of the plasmapheresis area 
in Knoxville. Although apparently 
crowded (this was a late afternoon/evening 
session) adequate corridors separated rows 
of couches. Television was provided, and 
this facility together with the opportunity 
of sitting with friends helped maintain an 
informal atmosphere." 

Centre Left: "Sealed flasks ready for fast 
freezing. From this stage to factory 
processing plasma is kept frozen, whether 
in short-term storage or transit in 
refrigerated lorries." 

Left: "Centrifuge and leaf-press section 
of Knoxville Centre." 

In conclusion: 
"General standards were excellent, and 
there was nothing to criticise in the caring 
attitude shown by staff at all levels. The 
complete process, from donor entry to 
shipment was well organised and 
efficiently performed within the general 
guidelines laid down in the FDA and 
in-house regulations." 
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ARMOUR FOLLOW "NOTHING 
TO HIDE' POLICY 
To allay th© emotive and unsubstantiated 
allegations which have been made in 
connection with the supply of blood 
derivatives from commercial sources, 
Armour opened its doors to Dr. Peter 
Jones, Director of the Haemophilia Centre 
at Newcastle. Dr. Jones' brief was to visit 
a number of Armour Plasmapheresis 
Centres, to talk with management, staff 
and donors and to report his findings. It 
was an essential understanding within this 
agreement that "there was nothing to hide" 
and that the open nature of the visit 
would allow Dr. Jones to report freely on 
all aspects of the organisation. 

In general, he found "a first class 
organisation with a sound commitment to 
quality control" and that "the recom-
mendations made at the end of this report 

are made in the light of this overall 
judgement".3

The recommendations made mainly 
concerned the health and welfare of staff 
working in the centres and, of course, the 
donors and included-. 

(i) A need for closer liaison between the 
Director of Medical Services and the 
physicians working in the centres 
for the purpose of standardising on 
medical procedures and practices. 

(ii) A review and standardisation of 
emergency kit contents including the 
provision of suction apparatus. 

(iii) A tightening up of donor confiden-
tiality and continuous medical 
supervision. 

The recommendations made by Dr. Jones 
have been implemented wherever possible 
in order to maintain the highest standards 
throughout the Plasma Alliance Group. 

The publication of Dr. Jones' comments 
on what he saw follows his own recommen-
dation, couched in the following terms: 
"The ̀ bad' image associated with procedures 
involving paid donors has not been helped 
in any way by secrecy. The organisation 
managed by Revlon Health Care and Plasma 
Alliance Inc. is, in my opinion, of so high a 
standard that it lends itself to a more open 
attitude. I strongly recommend that 
consideration be given to more exposure 
(within the bounds of necessary industrial 
security)."3

STRACTS IN PERSPECTIVE 
In each issue of Plasma Perspectives it is 
intended to include abstracts of recent 
publications which are of potential interest 
to readers. It is appropriate that in this 
first edition we are able to report on the 
experiences of Paulssen and van Pelt' and 
the oral use of Factor VIII in the manage-
ment of haemophilia. 

Earlier work2 had demonstrated that 
oral administration of Factor VIII loaded 

30 

25 
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15 

10 

liposomes could raise plasma F VIII 
procoagulant activity. Using a different 
technique, Paulssen and van Pelt were 
able to bind F VIII from four donors 
with chylomicra. The ability of this 
preparation to achieve measurable concen-
trations in a haemophiliac patient was 
subsequently demonstrated. 

The patient, a 22 month old boy was 
admitted to hospital with a history of 

Day l Day 2 Day 3 

24 Hours After Administration 

Day 4 Day 5 

F Vlll activity:- Plasma after administration of F VIII orally for four consecutive days 

recurrent epistaxis and bruising. His 
plasma F VIII activity was 8-10% of 
normal and the related antigen was 
0.8 .i/ml. He was diagnosed as having 
mild haemophilia A. The oral F VIII 
preparation was administered twice weekly 
with intervals of 3 and 4 days. Over an 
eight month period the F VIII emulsion 
was given 75 times. Subsequently the 
daily effects of administration were 
measured. It can be seen from the following 
chart that F VIII concentrations varied 
between 20 and 30% 24 hours after 
ingestion. No circulatory anticoagulants 
were measurable. 

The authors conclude that the daily 
administration of this oral preparation 
achieved F VIII concentrations sufficient 
for prophylaxis and treatment of minor 
bleeds. They suggest that the findings 
are indicative of the presence of a depot 
from, which orally administered F VIII 
can enter the plasma. 

"This conclusion accords with that 
of Hemker et al'. We now need more 
experience, in adults and in patients 
with severe haemophilia." 

References 

1) Paulssen, M.M. and van Pelt, B.C. 
Lancet 1981,1: 1310 

2) Hernker, H.C. _ et al, Lancet 1980 
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"We've nevercompromised 
on quality, Thaf's wh y we 
have such a rich heritage of 
manufacturing excellence

ri 
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Manufacturing excellence. 

An Armour tradition. 

From its hecinn inc as a research and 
production lahorator of the armour and 
Company n1Cat packing facility in 1886. 
:\nnour Phamtaceutical Company has 
crown to a leadinee produceref ethical 
pharmaceutical :Ind diagnostic products. 

Now, a major part of the Ethical Products 
Division of the Revlon l-Iealth Care 
Group. .-\rnlour is cont inn at its tradition 
r+! m:u nut arulrin excellence and innoca-
iiorl. Today'. Armour Pharmaceutical is a 
1L oz, nizcd leader in the fields of plasma 
liactionatiun, peptide ..vnthesis, biochem-
ical extraction. pharmaceutical tor iula-
tiun :Intl landular derivation. 

At the Kankakee. lllinois. mart ulacuu'ing 
facility. amour people are Working With 
tile 11ust advanced PFU b et ton L:Litlip111Cnt 

:availuhlc in unit of the industry s most 
modern physical plants. Continuing capi-
tal commitments from Revlon, ensure 
than the nlunufacttnin.' process here Will 
not niv eon tomi to but actually exceed 
the strict _•u'.del ines established under the 
Fund and Drury Administration's Good 
%ltntu tact urinro Practices. 

Arniour's worlik+ ide reputation for qual-
ity is maintained through total control of 
the n,anttfacturin_ process — from raw 
material, collection to linul packaging. 
The acquisition of Plasma Alliance Inc.. 
.I nationwide system of piaSnnL.l collection 
canters, in 1978, alone with other lon_!-
tenn raw material supply contracts. 
:Insures steady. hi_rh-qual ity sources uf' 
essential in_wredienis. And a totally 
inter rated manufacturing. packaging and 
distribution process alTords the highest 
degree iii yuality control. 

Product quality through tnanut'arturin_ 
excellence — nt Armour Phannaceutical. 
it is an intense commitment shared by 
every entplovee. 
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-We're constantly updating 
this facility to accommodate 
new products and new 
technologies. We think it's 
one of the best in the 
industry." 
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. r,.t IOtir. 4 ,, 

,,,rti,' fillirre r.falhauti n•_
rruel.rrum ,tlhurnitr I burr. rt•rrtrrl. 

Kankakee. 
A facility ahead of its time—
engineered with the same 
care as Armour's products. 

Arnnnlr•i Kankakee. Illinois. manufac-
turin_' facility. ttrieinally constructed in 
Ids: and modernized in 1981-82. is a 
multi -structured complex of fifteen inter-
connecting buildings on it 65-acre tract. 
Servine as the hub for Arntour_s world-

ide distribution system. the plant houses 
complete facilities for raw materials 
receipt and storm*c, biochemical 
extraction and purification. plasma trac-
ticination• pharmaceutical fomlufation. 
rth let ing and in lain g. parenteral filling. 
peptide synthesis, pilot production. 
packaoing Lind distribution. 

The various departments within the plant 
are run :ts self-contained units to allow for 
max in urn sterility- Lind integrity of each 
product line. A recent multi-nil lion-
dolla-expansion and niodernizatiop pro-
tram has not on lc up-dated the facility's 
critical n1Jnutacturin areas- it also has 
provided several st:ue-of-the-art 
improvements that are total Iv unique to 
the industry. Improvements such as a new 
double HEPA-filtered air system that 
changes the air in the sterile filling chain-
hems 300 times an hour. exceeding FDA 
standards by as much as 10 times in some 
Jreits. Terrazzo floors and welded PVC 
walls — designed for case of thorough 
cleaning_. Automated inspection equip-
ment to improve product nloniturimg. 
And, in the long-term. it totally com-
puterized manufacturing planning and 
control systelli that will help coordinate 
inventory levels with manuthclurinu 
plates. 
A separate facility near the main plant 
is the nucleus of Armours national and 
international distribution system. Here. 
product inventors' is maintained and 
matched with worldwide shipments. 

Front raw materials receipt to final 
packaging and distribution. Armour's 
Kankakee facility provides total control 
of the manufacturing process. ensuring 
product quality and consistency. 
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'We manufacture a wide 
spectrum of pharmaceuticals 
-hospital care products. 
others used in diagnostic 
and research laboratory 
situations and products 
detailed directly to 
•cians.' 

The Armour product. 
Potent, pure and backed 
by intensive laboratory 
and clinical investigation. 

In 18"'r :\rnlxn' Lahltraturir'; was e,tah-
li,hed In LIeVC1 qt toedicul products from 
the h%-produeb of the meat-packing• 
in.tu, tr.. FF1I11 this early pioneerin.,

wr,rk. which It!tl to,itrli(icant findings 
'u1 the u>ace of •tl:~ndtllar uhrttulres. 

-\ riiiour Phartllac.aticul Conipa;lv has 
•_Rot n lit a ui Cel'•Itied 111anu laclurer 

i t IA er 22(11) nTOdUCIS for health titre 

.rn l  teea1'eIl. 

FliC Clll'1".111 pr~rduct l ine CL111±I;tS lH 

flit lvnuilrrfrutirc•, titr treat mentotshcuk. 
a ui.ttiun .l1:nrLl.r,1u1•.l intcctiun: 

lli,' fi /'17:!r/IhII ,lllttY tit t l trertunent 

II th\1, 911 til+,ti' eI", rind hone diseases: 

+'IIR hi,: It cii n ', /IIt it  I;1r u ea,plltu'-

ii tCCttilCl .tlltl ultieliI1' i :111: redal[.i 

tid iloo tll oLdi:i UtCtl Ill rce arc Ii 

I:thl rater( +: .Intt tlill,1111? ,,t',Iiu'l,' . 

\rnl, rut. 10% eloplrtental lcork in the 
tndarLiicltilal ctt natural the ritid prod-

uct hat trade it the wield', Ieadinr.
tippler r,i det ie:aed the rrrid tahlet>. 
\nd- :\rliltmr•, Cill,ilII,11t a L'aiciunl r<«-

ulatinLt hi,rnllnle. i, the larce,t,vnthetie 
ulydecuic nllultlt act ured ctnunlerci all y. 

l it the area of pla:rna r'"cri,ati Armour 
ha,. in its h.ankakee plant. One of the 
t ,•11d'+ Iarrcctit 1tlu;nw [ractionation 
brie iI hie' . PIOLILW[, ,uch as F/r (If 'role " —

CIt:IL'tIhitt1111 Iaetio CUIlCCIl[rale Or 

nicatinent t~thclnophil ia. ,"IUrrlrturr,u'" —
.I norlll:tI ;erunl alhu iii i i LI mU! in burn 
and ,htoAk therapy and Gllnlnrur" -- an 
i11U]lillle tenon 1LiihuliU tlsetl to provide 
pa l\'e iltlnitlllily against :I variety of dis-

eases, have all earned widespread profes-
sional acccplanre For Their exceptional 
high duality :old potency. 
Ar'lllotlr"< line I if line biochclili als i 

iW1lLIlacture'd U ride r strtligenI yutllity 
:t-surnulCe cundil inn,. Rrlr,;r11111 " — a 
, tel'ile (eta.. th 1 viTle pCILlll used in cancel' 

research. 11.n iur Sei im AtInll?1Ur — u nec-
e$sal'\' Ing1edlellt of sert,l,t is and thug-

nsiic tea+cents. aLiLl Purifh l ffr rrllir'Irl' 
Prrnuruli.nls — u'idelt toed in research 
lahortorics. :Ire tenon^_ the standards in 
the indusu'v. 

Chroulch :uhstantial docutnentation. 
Annonr products ate known for their high 
yuahty. puterlcv and coltsi:tene
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When we say Armour Quality 

- we mean it. We take a tre-
mendous amount of pride in 
the quality of our products

r 

• 

t alRYli:♦ r .'n '1 0i,, Nulr. /1. 

h.,rry.ruac .. hih« la,-1,'4 
i.•., tin,: t rli, 21. 

Lry,er ti. - i . •i,,1lhu,ri,t !I 2 i , . rrnrrrud 
r,•run, rai,rrmiy, l ,.1, i,. 

thnrii,c of a,r4,p„ - ,lii i r:r-.n-e'dgn• 
a, 

t r'k,.a,r i,v, i l r
1,rra.: erNr.O, 

Armour Quality. 
Built in at every step of the 
manufacturing process. 

Armour Phannaceutical Company hus 
been meting and exceeding the industry's 
stringent demands turhigh quality for 
ne;ult• aceutui%. Thioumzh its entire lint of 
over 200 time-tested products. Armour 
builds in quality at every critical step of 
the ntanutacturin, process. 

Quality assurance he tins with the collec-
tion and receipt of raw materials. Armour 
not only tests these essential ineredtenis. 

but also intro Is the actual collection of 
human source plasma through its affiliate. 
Plasma:\iliance. With its nationwide sys-
tem trI' cal leciiu❑ enter:. Plasma Alliance 
has earned a worldwide reputation of 
its awn for product quality and 
dcpendahilii' 

Product quality is further maintained 
through ricorous testing Ihrouehout the 
production process by the Quality Control 
Department. Representing almost one-
seventh of Kankakee :s entire work force, 
this department nxa iii tors e.kh manuf'nc-
turimi area to enure correct procedures 
are followed. sample: every product at 
critical stages at production and tests the 
finished product acainsi an exhaustive set 
of specifications hetiit'e its final release. 

BCCause they are flaking products which 
often have crucial impact on people's 
lives. Armour people are instilled with an 
un-going quality consciousness. From the 
beginning, each manufacturing employee 
is required to participate in she Armour 
Quality Assurance program under the 
supervision of the highly trained Quality 
Assurance Staff, Additionally. seniinars 
and meetings on various aspects of The 
Food & Drug Administrations Good 
.%-1:rnut:acturim., Practices. are held 
on a reihular basis for operators and 
supervisors. 
Tln'ouuhnut the Kankakee facility. 
Armour people have set their own stan-
dard for quality. Its called Ar11MHY 

()ucrlin", because it exceeds what is 
required — and it is built in at every step. 

` 
~. 

` c4,.. i ,. 
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-'Employees are the key. Our 
people take their work very 
seriously. When you're mak-
ing products that save lives. 
you really care about what 
you're doing: 

• 

t'.rfrI.. rilhr: Ur. R.rrr f)rhnr,aI. 

ii. 'cura rh-iii Pep. 
riJr , . 11.;.1,,, .\r, vlrr. Pe.'riu. 1-,111 

,ita ' a+,er. Bathe; rr Pdp)i.l. a: lh: 
R.,ia'rr C- /• .,rr. Ve' v .y'r•jeal Sri-
e'!AGr rn•p. 1r. 

Or l.nn.'• 11 1 .mriu. Urrel. y.mrnr 
S,irnli.,I u.yr.

}h: 0. raid ii  ''fn.ati. Sdni.v r rmd 
iri C.nrr„l:rrrahtdfr.'p.: I. 

tier.. B.,,,, Farr m. Purt.r,rmf 
r)prr.ra. cap. J r-

}Jr. N. b lhunplve'p. P durriva 
I r.r •,,a•

Armour people. 
Committed to excellence 
through teamwork 
and experience. 

Armnur'. broad capability in producing 
quality ethical and diagnostic products for 
health care requires the ¢dents and team -
nurk of a __rent malty people. Scientist:, 
er1 ineel-s. inanaa ors. operators. super-
visors. nraaintenance workers. clerical 
pea plc — a I uniquely blended to firing 
the reshelf :111101.1ri( Of expertise to bear 
upon podnet qu:l it v and perfom1ance. 

Hi>tocrie:illy„.roxuu' Proplc ha"e been 
pioneer's in the decelopnicnt of than\ 
iI portant pllat'maceLltiC[d processes. 
Ind. totlay. ihruugh the eftorts of the 

Operation> Services ,group at Kankakee. 
ricei :'crnwur products are heina' trans-
foniied iron) bench .c:le development to 
111:illLIt:aa2ta11 Ing t'e'al It v. Ihi team of i.Cien-
li,t: and in:niutacturin_-, e\ports is respon-
,ihle fair the establishmmrit of nrtnulactur-
ir1_ .culdarel>. product line expansions. 
crest con íl. and production probleili-
,olt in• - I heir work list led to improved 
manutar turirig el'ficicne ' and has est:ib-
Ii.hcd industry standards in assaying 
11101hodrilri_v. 

In the; muntltbcturinz;near Armour 
people retied a pride and dedication that 
liar. hoer built throtrch resins of es perience 
in producing high qual iiy products. The 
:at'er:lge length nfservice for the work 
3,nrce at Kankakee is 10 e'exars, and many 
01'111C .unrn'isonV personnel have worked 
(heir way up through the nianufacturirig 
ranks to the niana cement level. Frequent 
training• and cross-training programs 
;1:sure high levels of job performance and 
satisfaction 

The facilities management group at 
Kankakee works 24 hours a day. 7 days a 
week to ensure that the 6 acres of phvsical 
plant With its highly sophisticated equip-
111011115 properly maintained and inurlacu-
lately clean. These highly-trained people 
pertonn solve i t the nwst vital tasks in 
the plant and are always on call. 

Arniour people at every level at 
Kankakee reflect an attitude of intense 
eomniitnlel to the quality of their prod-
uct — whether it be typing a letter or 
filling a sterile vial. Through their 
efforts. Armour has carried a worldwide 
reputation for quality and dependability. 
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"Plasma Alliance has earned 
the reputation of being one 
of the most dependable 
suppliers of source plasma 
in the ward. And, we've 
done it because of our 

~opie: 
- F: rOSL 

'.5cc P•c s c ni Cc- T LOrr 

11

arm. 1/ 1 / -  l r,uc (Ill' 

gnrr ;,ln,nu. r-' l II. . rn'n/I. 

r.,, F ,,,, VIII 
1 , ;VI,.' ,ins -?, J1 rtirz ILu',r-

Plasma Alliance. 
People producing vital 
source plasma for products 
that save lives and 
prevent disease. 

During World War II. it was discovered 
that portions of the blood known as 
plasma could be used for whole blood 
replacement. The first derivative to be 
extracted was -serum albumin, initially 
used as a volume expander for battlefield 
injuries and then for other cases of severe 
blood loss. 

Today, the products derived from plasma 
include Factor VIII —for treatment of 

classic hemophilia. immune globulins 
used to provide immunities against 
measles. mumps. tetanus. pertussis and 

rubella and normal serum albumin 
used in surlier' and for treatment of burn 
Victims. 

At Plasma Alliance, a world leader in 
plasma collection and a member of the 
Ethical Products Division of the Revlon 
Health Care Group. there are many 
people working to provide a consistently 
high quality of source plasma for these 
products. People whose commitment to 
excellence has earned for us a reputation 
for quality and dependability that is 
unsurpassed by any other in its field. 

Plasma Alliance. People helping people 
by providing a vital product that helps 
save lives and prevent disease. 

ARM OU R001930 

ARM O0000229_0021 



ARMOUR001931 

ARM 00000229_0022 



'We re locking for ;he -Inds 

of donors who are healthy 

young people who are focal. 
-epeatable donors. We are 
not looking for people who 
ire in the hard roads of life" 

The Plasma Alliance donor. 
A normal, healthy individual 
who is carefully screened. 
selected and monitored. 

Thc -, ~ 't Pla,ina .-\Ilraneo prod-
cue to the qu,alit\ of the 

aeh of our ,enter\ nauonu hde. 
a! ..tie t ,  .I\en to the , creenln" of 

h nldn (dual before he I,  allo«ed to 
, , tithe pla, maphen\i, program. An ini-

a }thi,lcal e\,arllinatHin i ,  conducted h% 
Pa-ma \Ilianee phisichan. t~tlloaled 

.I ,he.k-up each bole he ca'me' In to 
r,te In feet. a fe_ul.tr Pla, n}a .\ II ante 
ilor :, :;lees:.! and tested more often 

.t.in the re_ uhu' popul,tnon 

r, 'bake cCrtatfl the pri', peetlie donor 
•,~t peen selected fur an yea .'n in the 
_urrent :i [e,  and e\tenNkC eras,,-

.... tiee,l I liter , `i tehe record, are 

c..kd call . 

t )nee a donor I,  approi.ed. the enure 
Tanla collection procedur. I,  iii rougihl% 
..\pi.atned lilted pla,ntapheri, ts I, unique 
n !hat a di nor ntt:, t he reuttused I,%ith his 
.•.i. n red ccll,. the donor in1i t he eom-

pioel~ f:i n',itar %% h the process. Daum;_ 
.h tuition. Pla.atl.a Alliance nurse\ and 
tcehntcian, cheek and double-cheek each 
.1 'nor frequentl% to snare his sales\. and 
ha, . the safest ,tt our product. 

For P!.a,  it) a \I Mande and for the nham 
te,'pie rleedino the products dulled from 

)la, nt.a. .1 donor I,  a t•.Iluahle asset to his 
c '"iii luNIt\ .ind III the gquaht\ of our 

pt' 'due t. 
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We .vifl run 1.2 million tests 
+ year - particularly for 
"epabtis. And our immunol. 
ogy laboratory is very spe-
cialized in the sense that 
!hey are doing fairly sophis-
icated tests that are unique 

be blood banking 
ustry.•' 

l ii

r . 4! 

fl

ILUIh. .IgrG-  i r r rlf.!.•. . n 

Quality and dependability. 
Setting a standard of 
excellence and 
professionalism that is 
above what is required. 

1 It %car. Plasma Alliance pro ses 
approxinr.deh one million liter. of source 
I'Ia,nia -At the heart nt our widely 
c,pc ted qualit\ .ts,urance program Is 

one of the uidu,tr ' most experienced 
prote..tonal Matt, working with state-ot-
thc-art inst unientatum aiul teChnolugx. 
L tiliting ad\anced screening and testing 
procedure, that hetin with donor 'eke-
ion. Plasma Alliance people are dedi-

,ated to maintaining the strictest quality 
control in all phase, of operation. 
To keep exer\line scare of reeulatorx 
requirement, . we hay e implemented a 
"Gold Center Practices. Plus program 
.it exers center. We want to deselop an 
attitude among our people that. at Plasma 
\II ance. we has  the people and the 

iechnoioex to exceed what is required. 

Since I . when Plasma Alliance began 
it, pl:umapheri•is program. we hate been 
working to Inlproce our screening and 
testimi method,. C'onstantlx suncxing the 
market for e,, en better instrumentation 
and equipment. Finding more effective 

as of .atracaina and screening donors. 
\\"orkin: w ith the major phamiareutical 
companies and unixer.ities in conducting 
research programs This keeps us con-
stanth familiar w ith new drug procedures 
and w ith the exacting requirements 
needed to maintain the integrity of data 
.aid supple. 
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'•As the centers produce 
plasma, It is held in quaran- 
tine irr each location until it 
is released for shipment. Our 
tractor trailers will hold 
about 10,000 liters of plasma 
and we can unload it in a 
in of minutes." 

- D2vrc Grc,n 
Drs rr,.7uaa:: image i 

• 

I i m r dic r•,ll er.r! .,rrr,r.• ,./a.tr.

Iki+ lq•riI a ,,-11 iralh' rn ,,,ri•rri'd 
Nnr, , I r A•Iln',lirrrtl ,Iriplrir!r rr.m 
fainrr: it i., dm'n Iia,Ii jii:rx ,,al kepi 
in , tilrl•nt ..uer unii., I n•p. 2, m ini it 
i, rY•kna•d 1l.raiiprxr,rr, 
Gp.ui nrr'irtd at i rut,'U •:+ $<urknkrr.• 
rx.uun:rrtivi,tc.fi x•ilhv rngi, ir, 
ii,,' th':,,,'hunt,? i, tint lkdd in 
.xh lirirmnl rnh! :,rrnr rv-' Will.,

nnliif /irtlt/J,,,,i,, n,rrin,t It, /i. - ,. 
Sp lel! Phi  :Illimr, r fir,'-er 
ntl,k, I1, b\e-re,II,, Itrot I1.1HSpr1'T 
tip h. 1n,lJlrl lilen .j plu+xrrr It,, rt•-
lhU+• rr xihr.l1ed h•rrgrel'utai 'i 

Shipping and delivery. 
Making certain the high 
quality is maintained from 
collection to destination. 

Maintaining product integrity from dona-
tion to delivery merits special attention in 
each Plasma Alliance center- Immediately 
aftercol'.ection, the plasma is recorded on 
our worksheets• permanently sealed and 
then Clash-frozen at a -70° or colder. After 
this has occurred, it is removed from the 
l iquid freezing units and placed into a 
quarantine freezer where it is held until all 
testing has been completed and the 
plasma is released for shipment. 

Quality control is maintained all the way 
through a packaging and delivery system 
tested and perfected over many years and 
manv miles, It is based on careful packing 
at the centers. close monitoring of tem-
perature; enroute and fast, efficient trans-
port. Each of our temperature-controlled 
tractor trailers can hold 10.000 liters of 
plasma. and we can load or unload it in a 
matter of minutes. Special foam-insulated 
shipping containers, packed with dry ice 
and boxed in specially-treated corrugated 
hoses. are used to transport our plasma 
units anywhere in the world within the 
time requirements of the order. 

Because of these standards and the close 
supervision of our people. the high qual-
ity product collected and shipped from a 
Plasma Alliance Center is the same hieh 
quality product when it arrives at its 
destination. 
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"1 think the uniqueness about 
Plasma Alliance is its com-
passion for pocpie, both 
donors and patients - the 
fact that we care for people" 

53 cr'iyf„, 

0 

!'!,. m.: Wia", :•fir ..,Ir !n:nc y~rridt 
na,+ir. trod da.irr,or ,a r•, ri,r ,in rr.,d 
'Ian,,, ' ? (I/,/flJ Cry lil7irn, 

('; ,rpir „ r/', ,,., 
PI/VI' io,n,l:,', k,tu,i. ,l 1)i n,: ,• 
I lop. 1,. Rine L'-niri,r,
Trr•Guiein,r;i, p. _,• Tnuia.%'.,n1. 
Lail„ j-urn.-v TeOunrian u~rp.: , aruf 
A.,_ tlnnh/', ., LP.V. Phleb n+,a4,f 
,n,d Gr~,r,p Lrudrr. are narkinr si',ru/. 
ii art/ L o v il,utiut,., 1n fl¢'rnnrpurn 
n,,! R, tlrr ui ium-v. 

Plasma Alliance. 
People to people. 

It takes many people to make the life-
saving products derived from plasma 
available to the people who need there. It 
takes people in the Plasma Alliance cen-
ters across the country — people in the 
quality control laboratory which exten-
siveiv tests plasma samples from 
thousands of donors each month — and 
people at the headquarters of the Armour 
Pharmaceutical Company, parent cent-
pony and mernber of the Ethical Products 
Division of the Revlon Health Care 
Group. 

In fact one of the most ineanini ful 

accompl ishnients of Plasma Alliance has 
been the nurture and development of our 
people — from staff positions to top man-
aeentcnt. Their experience and expertise 
has seen the company move from early 
pioneering in plasmapherisis into the 
tcchnoloeical mainstream. In fact, many 
(If our key people have been with the 
company front its earliest days. Their 
insight and counsel have made significant 
contributions to both Plasma Alliance and 
the industry. 
Scttini+ and maintaininu a level of excel-
lence in donor safety and product quality 
above what is required, has been the spe-
cial achievement of Plasma Alliance 
people in every center. There is a constant 
uworeness that the technical details of our 
work are critical to the safety of our 
donors and our product. and there is an 
attitude that even with all the technology. 
it still takes people who care and will go 
the extra mile, 

Beyond technical skill and dedication, the 
uniqueness about Plasma Alliance is its 
compassion for people — both donors 
and patients. For nearly a quarter of a cen-
tun+. the rewards of working in such a 
vital industry that is important to so many. 
have nude Plasma Alliance a true people 
to people business. 
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