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This document focuses on operation qualification (OQ) for the chemical passivation process for medical
device implants.

Although the process parameters used by most manufacturers are aligned with those established by ASTM
standards, it is urged that manufacturers verify the limits for their specific products. The ASTM standards
provide several options that a manufacturer can use to chemically passivate stainless steel products; however,
not all the options will be appropriate for every kind of stainless steel material used to manufacture implants.
Thus it is necessary to validate the process in the actual manufacturing environment irrespective of the
source of process parameter limits.

The example in this document includes both the OQ protocol and its respective report and contains the
following sections: risk assessment, statistical rationale, sample preparation and testing, acceptance criteria,
revalidation requirement, among other sections.
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From reader reviews:

Ralph Capra:

Throughout other case, little persons like to read book OQ for Chemical Passivation of Implants - CASE
EXAMPLE (Technical Series on Process Validation Principles and Practices). You can choose the best book
if you love reading a book. Provided that we know about how is important a book OQ for Chemical
Passivation of Implants - CASE EXAMPLE (Technical Series on Process Validation Principles and
Practices). You can add knowledge and of course you can around the world with a book. Absolutely right,
since from book you can understand everything! From your country until finally foreign or abroad you will
find yourself known. About simple factor until wonderful thing you can know that. In this era, we can easily
open a book or even searching by internet product. It is called e-book. You may use it when you feel bored to
go to the library. Let's study.

Robert Perkins:

Information is provisions for people to get better life, information currently can get by anyone with
everywhere. The information can be a understanding or any news even a problem. What people must be
consider whenever those information which is within the former life are hard to be find than now's taking
seriously which one is suitable to believe or which one the particular resource are convinced. If you have the
unstable resource then you have it as your main information we will see huge disadvantage for you. All those
possibilities will not happen inside you if you take OQ for Chemical Passivation of Implants - CASE
EXAMPLE (Technical Series on Process Validation Principles and Practices) as your daily resource
information.

Kevin Hamby:

Hey guys, do you would like to finds a new book you just read? May be the book with the subject OQ for
Chemical Passivation of Implants - CASE EXAMPLE (Technical Series on Process Validation Principles
and Practices) suitable to you? The actual book was written by famous writer in this era. The particular book
untitled OQ for Chemical Passivation of Implants - CASE EXAMPLE (Technical Series on Process
Validation Principles and Practices)is the main of several books this everyone read now. This particular book
was inspired many men and women in the world. When you read this e-book you will enter the new age that
you ever know before. The author explained their thought in the simple way, thus all of people can easily to
be aware of the core of this e-book. This book will give you a wide range of information about this world
now. So that you can see the represented of the world in this book.

Paula Adame:

Reading a guide tends to be new life style within this era globalization. With examining you can get a lot of
information that may give you benefit in your life. With book everyone in this world can easily share their
idea. Books can also inspire a lot of people. Lots of author can inspire their reader with their story or perhaps



their experience. Not only the story that share in the textbooks. But also they write about advantage about
something that you need case in point. How to get the good score toefl, or how to teach your children, there
are many kinds of book which exist now. The authors these days always try to improve their talent in
writing, they also doing some investigation before they write to the book. One of them is this OQ for
Chemical Passivation of Implants - CASE EXAMPLE (Technical Series on Process Validation Principles
and Practices).
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