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The present invention relates to a parenteral solution 
container provided with a tamper proof closure. More 
particularly, it relates to a plastic parenteral solution con 
tainer with a closure structure which provides for a sterile 
port means and a sterile zone about the port means. 

Various attempts have been made to prepare a plastic 
parenteral solution bag with a tamper proof closure. For 
the most part these attempts have comprised placing a 
rubber stopper in the opening of the outlet port and at 
taching a tamper proof metal collar to the port or en 
bedding the entire port structure and stopper in plastic. 
Such closure systems, although they are tamper proof, 
possess several disadvantages. First, they are difficult and 
uneconomical to assemble; second, they are difficult to 
disassemble without violating the sterility of the port; and 
third, even though the port itself is sterile often the area 
immediately surrounding the port becomes highly con 
taminated and presents a hazard which can lead to con 
tamination of the port structure and the contents of the 
solution container. 

It is an object of the present invention to provide a 
closure structure for a plastic solution bag which is tam 
per proof, easy to assemble and disassemble, and further 
more, provides a sterile Zone about the port. 

This and still other objects and advantages will be 
apparent from the description which follows. 

It has now been discovered that a plastic solution con 
tainer with a superior tamper proof closure may be pre 
pared by sealing a section of relatively thin tearable 
plastic film to the container about and surrounding the 
port area. The tearable film is preferably provided with 
tab means for rupturing said film to expose the port area. 
The tab means may be a relatively thicker plastic film 
which is sealed to the tearable film within the periphery 
of the seal which attaches the tearable film to the bag. 

In further describing the invention reference will be had 
to the drawings in which: 
FIGURE 1 is an elevational view showing one em 

bodiment of the novel tamper proof closure of the pres 
ent invention. 
FIGURE 2 is a sectional view taken along lines 2-2 

of FIGURE 1 showing the details of the port and closure 
Structure. 
FIGURE 3 is an elevational view of the embodiment 

of FIGURE 1 showing the method of exposing the sterile 
port area. 

In FIGURE 1 is seen a plastic solution container 10 
provided with hanger means 11, port 12, and a tamper 
proof protective closure for said port generally referred 
to as 13. As seen in FIGURES 1 and 2, the protective 
closure 13 comprises a section of relatively thin film 14 
which is attached to the solution container 10 by a seal 
15 about its periphery. Within the periphery of the seal 
lies the port structure 12. Attached to the tearable film 
14 is a section of relatively thick film 16 which is united 
to the tearable film by a seal 17 which lies within the area 
bounded by the seal 15. As seen in FIGURE 2, the Seal 
17 is spaced in from the boundaries of the seal 15 thus 
creating the tab means 18. The tab means 18 are adapted 
to be grasped as shown in FIGURE 3 and manipulated 
to expose the port and the adjacent sterile area. To fur 
ther facilitate the removal or the tearing of the tearable 
film 4 the seal. 17 may be shaped as shown in FIGURES 
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2 
1 and 3. If desired, additional ports may be included 
within the sterile zone. For example, a second port which 
is provided with a resealable stopper might be included 
to provide for the administration of supplemental med 
ication. 

In the preferred embodiment of the present invention, 
the bag 10 is formed of polyvinylchloride resin or a 
laminate thereof; the section of tearable film 14 is formed 
of a relatively thin polyvinylchloride resin film about 
'0.006 inch thick, and the section of relatively thick film 
16 is formed of polyvinylchloride resin film about 0.015 
inch thick. If desired the tab means 18 may be ribbed or 
otherwise modified to provide a secure gripping surface 
(as seen in FIGURE 3). The use of the polyvinylchloride 
resin for all three components is preferred because of the 
ease with which components formed of that resin may be 
sealed to each other. 

If desired, the novel tamper proof closure may be 
sealed to the container immediately after the container 
has been filled with solution. However, in a completely 
automated operation in which the solution bag is simul 
taneously formed, filled and sterilized, it may be desirable 
to have the tamper proof closure already attached to one 
of the sheets of plastic which will eventually form a wall 
of the container. If such is the case the tamper proof clo 
sure and the zone it protects might be sterilized separately 
as by gas sterilization or sterilized with the bag and its 
contents by any conventional sterilization technique. 

In the embodiment illustrated in the drawings a sterile 
Zone is provided only in the area immediately adjacent 
the port structure, however, it may in some circumstances 
be desirable to more or less completely enclose the side 
of the solution bag within the tamper proof protective 
closure. For example, if desired, a parenteral solution 
administration set may be integrally connected to the 
bag and completely enclosed within the novel tamper 
proof closure system of the present invention. This 
method of construction would provide substantial advan 
tages for military use where a single sterile compact unit 
for parenteral administration is desired. In Such a case 
the sterile zone provided would have to be much larger 
than that required when a separate unconnected admin 
istration set is to be employed. The integral parenteral 
solution administration set referred to is a modified outlet 
port and is intended to be covered by the term "port' as 
used herein. 

It may also be desirable for the tearable film 14 to be 
provided with printed directions as to method of use, 
description of the contents, etc., thereby eliminating the 
necessity of printing such data directly upon the wall of 
the parenteral solution container. This has the advantage 
of effectively protecting against the migration of any of 
the ingredients of the printing materials through the wall 
of the container and into the parenteral solution. 
While in the preferred practice, the films to be em 

ployed have been described as being of polyvinylchloride 
resin it will be understood that other plastics which are 
equivalent to the polyvinylchloride resin for this partic 
ular use such as polyolefin resins, polyhalocarbon resins 
and the like may be used and are intended to be covered 
by the term "polyvinylchloride resin" as used herein. 

It will be further understood that the tamper proof clo 
sure of the present invention may be "sealed' to the par 
enteral solution bag by heat sealing, dielectric Sealing, 
ultrasonic sealing, gluing or any other suitable means. 

It will be readily apparent to those skilled in the art 
that the present invention provides many substantial ad 
vantages over the practice of the prior art. Some of these 
advantages have been described, still others will be ap 
parent to those skilled in the art. 
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