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Document Changes

In medicine, infusion therapy deals with all aspects of fluid and medication infusion, via intravenous or subcutaneous application. A special infusion pump can be used
for this purpose.A fenestrated catheter is most frequently inserted into the localized area to be treated.
There are a range of delivery methods for infusion of drugs via catheter:

 Electronic Pump: Drugs are often pre-mixed from vials and stored in infusion bags to be delivered by electronic pump.

» Elastomeric pump

» Pre-Filled Infusion Therapy: with this latest technology, a unit dose can be metered to the location from a pre-filled container.
Infusion therapy has a range of medical applications including sedation, anesthesia, post-operative analgesic pain management, chemotherapy, and treatment of
infectious diseases
Advantages of infusion therapy over other non-site-specific delivery methodologies are primarily efficacy through precision of medication delivery.
-New standards for infusible pharmaceuticals have been achieved in recent years with the advent of pre-filled, ready-to-use, dose-specific products. Advanced aseptic
presentation, with hermetically sealed containers, allows predictable sterility, ease of use, improved control, and lower total costs. Essentially, systematizing the
delivery mechanism and standardizing the delivery container.
Treatments
Infusion therapy involves the administration of medication through a needle or catheter. Typically, “infusion therapy" means that a drug is administered intravenously or
subcutaneously. The term may pertain where drugs are provided through other non-oral routes of administration, such as intramuscular injection and epidural
administration (into the membranes surrounding the spinal cord).
Until the 1980s, patients receiving infusion therapy often had to remain in an inpatient setting for the duration of their therapy. New technologies and heightened
emphasis on cost containment in health care, as well as developments in the clinical administration of the therapy, led to strategies to administer infusion therapy in
alternate settings (at clinics and at home) in an effort to reduce hospital readmissions.
New standardsintravenous ferinfusions infusibleare pharmaceuticalscommonly havereferred beento achievedas inreeentyears-with-the-adventof-pre-filled; ready-to-

- -
\J/ - ) TN - \J

- -
- ..'

Infusion therapy
Intravenous therapy (1V) is therapy that delivers fluids directly into a vein. The intravenous route of administration can be used both for injections, using a syringe at

higher pressures; as well as for infusions, typically using only the pressure supplied by gravity.-ntravenous-infusions-are-commenlyreferred-to-as-drips:

The intravenous route is the fastest way to deliver medications and fluid replacement throughout the body, because they are introduced directly into the circulation.
Intravenous therapy may be used for fluid volume replacement, to correct electrolyte imbalances, to deliver medications, and for blood transfusions.

In addition to the description above, information belonging to specific product groups also applies:
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Manual eTD Business Case Example

New Standard New Standard Update O:f TD and check of
; ; Submissions due to a standard update
Manual Investigation 1h Autzmated Impact 0Oh
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* Manual eTD
Manual Document
Update Update & Approve 0.5h h per TD 9,5 1
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3h No. of TDs 5 S
Total Time 47,5 S
Document Update & 0.5h
Approval — Cases per year 6 6
h per year 285 30
h Saving 255
: : Automated TD Revision on click
Review & Sign off 2h FTE saving 15 %
Savings € € 12.702,57
: Automated Country .
TD History Update .5h mpact Assessment on click
Country Registrations 3h

Impact Assessment =

Based on real use case data. Average salary of € 71.000,- @ meddevo



ﬂ" meddevo eTD ~

"} Home
Collectiane
Workflow Processes

Administration

= ¢TD

®  Product Groups
®  Producls

®  Componenls

® Documents

®  Documen: Folders

®  Regictration & Audit Ma..

» CAPA Management

= GSPR Meanager

= Change Management
= Slandard Managemenl

®  Clinical Evaluation Man

Full
dy:nh

meddevo

X

Home EU MDR

Content Management

el

Products

Document Management

Documenis

New Document

Collections

vontacts & | egal entitias

Registrations & Audits

Froduct Groups A liagistration & Audit
Manegement

Comporeants Standerd
: Managemen:

Workflows

Document Folders

Processes | can centribute 10

GSIPR Manager

Processes | have contiibuted to

® ¢ ¢ ¢ o

® ¢ ¢ ¢ o

C0e ¢ ¢ G000 .
® 0006 & 0000 o+ o
seee *e & G000 o
*O 406 4 4+ 4 6 o+ o
COP G000 04 00 o
. 'S o & o
® 4 6 6 4 6 4 0 e 0 0
® & 4000 00 oo 'S
e GO & & 00 V000000 ¢+ 4+ 0+ 0+ o
* & oo *0e G006 ¢ o o teee
CO0O 40 00 o @ 0 4 0000 000 oo
'THEET R TERTYYY NE YT YR Y N N Y SR R P
* & 0000 GO & 0006 ¢ & 40 00 o
'S *e & & 00 oo 00O & ¢ & o
te0e o o S e eeeee o oo
¢ oo X i : * S0000 o
¢ oo A | L e 46 & e
'S * ¢ o " a N T e eee o o
TTERTHER TN ANy * 40 400 ¢ o
'S s —d A * 00000 o
I h ¥V 4 TITEERIIXXX
Cee 6 00 ¢ - * 00 G000
o 00 o e ¢ o o 'S
*® & 40 ¢+ 0 o+ o *e & ¢ o o
@ 6 00 4 0000 40 00 % 4+ 0 o
¢ o o GO 00 V00000  + 00 o+ o
'EETEET IR NERYYYY MR TY S SR SR Y T S Y
o oo COOE 40 40 40060 & 4 0+ 000
. 'S GO F00 400 ¢ V00000000 o0
OO & 400 oo see o e
GO 000 400 ¢ ¢ 400 o
* ¢ 4000 o0 'S XX *e oo
* 406 & ¢ 00 *e 00000 ¢ o
* ¢ 400 oo 'S o o
o oo 'S *e &+ & 00 o
eee t0000000 . ¢ o
seee o * 40 ¢ o0 o

* ¢ ¢ o o

®* ¢ ¢ ¢ o


http://meddevo.com

