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The Authority should provide general background information relevant to the quality management system
(QMS) as set forth in this template.

The descriptions below each main heading of this template should be considered examples of the type
and arrangement of information that should be included under each heading. Each Authority may provide
additional information beyond that set forth in this template as desired.

INTRODUCTION (PARAGRAPHS 21.01 - 21.03)

If applicable, the Authority may at this point indicate any recognized normative reference or basis for their
quality management system besides Chapter 21, such as ISO 9001, under the heading “Normative
Reference for QMS”

For example: “Normative reference for QMS: 1SO 9001, EQS (European Quality System)”

Each Authority should then provide at least the information indicated in the descriptive boxes, under the
following headings

INAPI acknowledges the importance of Quality Management System (QMS) to ensure that all patent
processing steps are completed in a timely and in a high quality manner. INAPI aims to maintain and
improve its QMS as implemented during the ISA/IPEA application process according to chapter 21 of the
PCT Search and Preliminary Examination Guidelines.

Since the appointment of INAPI as an ISA/IPEA and due to the new redefinition of institutional priorities,
major changes have been implemented, especially through Resolution N°473/2013 of September 13",
2012, which sets out a new structure in the Institute. Among other, the former Department of Planning
and Management Control, the Development Division and the Department of Continuous Improvement of
Processes, were replaced by the new Institutional Strategy Department, in charge of supervising the
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quality control policies. Together with the Institutional Strategy Department, a new Operations Division
was created, in order to improve the processes, with its focus on giving a quality service to the user.

During the year 2014, INAPI has worked on modifying its process documentation in order to fulfill the ISO
9001:2008 standard. As a matter of fact, some units of the Operations Division (hamely archives and
digitations) and some processes within PCT Department, namely the Receiving Office process were
chosen to be implemented to qualify for an ISO 9001:2008 certification. This process ended in November
2015, with the recognition of the fulfilment of the 1SO standards and therefore the grant of an ISO
9001:2008 certificate.
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INAPI has improved and maintains a QMS, which is based in the continuous improvement of its internal
processes and the management and training of its staff. INAPI's QMS aims at maintaining the
effectiveness and continuous improvement of its processes and of the organization as a whole. INAPI's
QMS is based on the continuous improvement of the effectiveness of the performance oriented to the
clients. The following activities are carried on and verified:

Identify the processes that are necessary for the QMS operation.

Determine the sequence and interaction of the QMS processes.

e Determine the criteria and necessary methods to ensure the effective operation and the control of
the processes.

e Ensure the availability of resources and the necessary information to support the operation and
follow up of the processes.

e Perform a process follow up, measure and analysis.

e Implementation of necessary actions to accomplish the planned results and the continuous

improvement of the processes.
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Due to the latter and aiming to fulfill the commitments that INAPI has established through its Quality
Policy regarding the implementation of the ISA/IPEA activities, the activities which have been designed
for a quality service as an ISA/IPEA were developed under the principles of the ISO 9001:2008, in order
to be included in the scope of a future I1SO certification.

It is important to point out that our recent role of ISA/IPEA contributed dearly to a national recognition
where INAPI received a national award for its excellence as a public service, where it was recognized as
one of the three best public institutions in the country. This award is focused in the contribution of public
institutions to citizen with the highest quality levels.

1. LEADERSHIP AND POLICY

21.04 Confirm that the following are clearly documented, and that this documentation is available
internally:

(&) The quality policy established by top management.

(b)  The roles and names of those bodies and individuals responsible for the QMS, as delegated
by top management.

(c) An organizational chart showing all those bodies and individuals responsible for the QMS.

a) INAPI was created in 2009 as a decentralized institution technically and legally responsible for the care
and management of industrial property services in Chile.

INAPI's mission is to develop the industrial property national system through the protection of the rights,
the diffusion of knowledge and the encouragement of a balanced and comprehensive vision of Industrial
Property, aiming to contribute to the economic and social development of Chile.

To achieve the above, INAPI is committed to permanently provide services of the highest quality, which is
reflected in the organizational structure of INAPI, as well as in various initiatives aimed at that goal.

On October 10" 2013, Resolution N°1392 was published. This Resolution approves the quality policy for
INAPI. This documentation was distributed among the staff via e-mail and it is also available in INAPI's
web page.

Resolution N°1392 establishes that the development of a Quality Management System is under way,
based on the continual improvement of its processes and in its staff's management and training. Given
the intention to remodel some of INAPI's activities for qualifying for an 1ISO 9001:2008 certification, this
Quality Policy was reviewed and improved, as provided in Resolution 223/2014. This quality policy was
disseminated among the staff by top management representative by means of meetings with all the
Divisions of this institution. Along with this, the reviewed Quality Policy was made available to the staff
through its uploading to the shared directory of INAPI's network for consultation purposes.

This new version of the Quality Policy establishes that the quality policy of INAPI is based in the reliability
and impartiality of the registration, management and promotion of the Industrial Property, with a high
service standard for its users, continual improvement of the processes and commitment of the staff.
Because of the latter, INAPI's commitment is focused on:

e Managing the Industrial Property applications in an adequate and timely manner, according to the
national and international guidelines, laws and rules.

* Knowing users perception regarding the provided service and keeping an effective communication
in matters on consultations and complaining, to contribute to the improvement of our users'
satisfaction

e Continuous improvement of the effectiveness of the processes incorporated in the scope of the
Quality Management System based in Standard 1SO 9001:2008.

e Continually develop the skills and proficiency of INAPI's staff, keeping a high motivation and
commitment aiming to answering the requirements and the expectations of users.

b) Top management delegated on Mr. Felipe Welch, Head of Institutional Strategy Department, as Quality
Manager for the Institute through Resolution N°1135/2013, which establishes a Quality Management
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Committee. Top management also published Resolution N°1028/2013, designating Mrs. Maria Pilar
Rivera as Head of Quality at PCT Department.

The Quality Manager is responsible for the implementation and continuous improvement of the Quality
Management System. On the other hand, the Head of Quality of the PCT Department will be in charge of
INAPI's quality and best practices regarding the PCT requirements on the processing of international
applications.

¢) As shown in the chart below INAPI is headed by the National Director, who is assisted in his work by a
group of professional advisors to the National Directorate, mainly in areas of policy. INAPI has two main
business areas: the Trademarks and the Patents Divisions'. The latter's structure is composed of the
different technical areas of examination and by a group of officials dedicated to provide guidance to
users. This internal organization allows addressing analysis and examination without neglecting advice
and guidance to users of the system, whether they are inventors, universities, research centers or law
firms.

The Patent Division also has a special PCT Department, created through Resolution N° 991/2013. This
Department is in charge of organizing within INAPI, all work related to the proper use and implementation
of the treaty. This unit will be responsible for processing and managing all applications received as
ISA/IPEA. The Head of the PCT Department was designated through the Resolution N° 1028/2013. This
position is currently held by Mr. Henry Crew.

! A third main area is Transfer of Knowledge.
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21.05 Indicate (e.g. by means of a table) the extent of compatibility between the Authority's QMS and the
requirements of Chapter 21 of these International Search and Preliminary Examination Guidelines.
Alternatively, indicate where the Authority is not yet compliant with these requirements.).

[Sample table, to be amended as necessary]

Chapter 21 requirement Extent of
compliance

full |part |no

21.04 (a) | Quality policy available v
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Chapter 21 requirement Extent of
compliance

full |part |no

(b) |Identified roles and names for QMS responsibility v

(c) |Organizational chart available

21.05 Established compatibility of QMS with Chapter 21

21.06 (a) |Mechanisms to ensure effectiveness of the QMS

(b) |Control of the continual improvement process

21.07 (a) |Communication of management about this standard to staff

(b) | The PCT Guidelines are in line with the Authority's QMS

21.08 (a) |Management reviews take place

(b) |Quality objectives are reviewed

(c) |Communication of quality objectives throughout the Authority

21.09 (a) |Performance of a yearly internal review of the QMS in/to

NI R R R R EREREEREERE

(b) |determine the extent to which the QMS in based on Chapter
21

AN

determine the extent to which S&E complies with PCT
Guidelines

\

(c) |an objective and transparent way

\

(d) |using input incl. information according paragraph 21.24

(e) |recording the results v

21.10 Assurance to monitor and adapt to actual workload v

0] Infrastructure in place to ensure that a quantity of staff 4

(a) |sufficient to deal with the inflow of work 4

(b) |which maintains tech. qualifications to S&E in all technical v
fields

(c) |which maintains the language facilities to understand v
languages according to Rule 34

<\

(i) Infrastructure to provide a quantity of skilled administrative
staff

(a) |at a level to support the technically qualified staff

(b) |for the documentation records

(i) Ensuring appropriate equipment to carry out S&E

(iv) Ensuring documentation accord. to Rule 34

NEENERNERVERN

(v) |(a) |Instructions to help staff understand and act accord. the
quality criteria and standards
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Chapter 21 requirement Extent of
compliance

full |part |no

(b) |Instructions to follow work procedures accurately and they v
are kept up-to-date.

(vi) [(a) | Training and development program to ensure and maintain |v
necessary skills in search and examination

(b) | Training and development program to ensure awareness of |v
staff to comply with the quality criteria and standards.

(vii) |(a) | System in place for monitoring resources required to deal v
with demand

(b) | System in place for monitoring resources required to comply |v
with the quality standards in S&E

21.11 [ (i) Control mechanisms to ensure timely issue of S&E reports v

(ii) Control mech. regarding fluctuations in demand and backlog v

21.12 |(i) Internal quality assurance system for self assessment

(a) |for compliance with S&E Guidelines

(b) |for channeling feedback to staff

NIENIENERN

(ii) System for measurement of data and reporting for
continuous improvement

<\

(i) System for verifying the effectiveness of actions taken to
correct deficient S&E work

21.14 (a) |Contact person helping identify best practice between v
Authorities

\

(b) | Contact person fostering continual improvement

<\

(c) |Contact person providing for effective comm. with other
Authorities for feedback and evaluation

21.15 |(i) |(a) |Appropriate system for handling complaints

(b) |Appropriate system for taking preventive/corrective actions

(c) |Appropriate system for offering feedback to users

(i) |(a) |A procedure for monitoring user satisfaction & perception

NEVERERER

(b) | A procedure for ensuring their legitimate needs and
expectations are met

<\

(i) Clear and concise guidance on the S&E process for the user

AN

(iv) Indication where and how the Authority makes its quality
objectives publicly available

21.16 Established communication with WIPO and designated and |v
elected Offices

21.17 QMS of Authority clearly described (e.g. Quality Manual) 4
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Chapter 21 requirement Extent of
compliance
full |part |no
21.18 (a) |Documents making up the Quality Manual have been v
prepared and distributed
(b) |Media available to support the Quality Manual 4
(c) |Document control measures are taken 4
21.19 [(i) Quality policy of the Authority and commitment to QMS v
(i) Scope of QMS v
(iii) Organizational structure and responsibilities v
(iv) the documented processes are carried out in the Authority 4
(v) Resources available to carry out processes and v
implementing the procedures
(vi) a description of the interaction between the processes and v
the procedures of the QMS.
21.20 | (i) Records which documents are kept and where they are kept |v
(i) Records of results of management review v
(i) Records about training, skills and experience of staff v
(iv) Evidence of conformity of processes v
(V) Results of reviews of requirements relating to products 4
(vi) Records of the S&E process carried out on each application |v
(vii) Record of data allowing individual work to be tracked v
(viii) Record of QMS audits v
(ix) Records on actions taken re. non-conforming products 4
x) Records on actions taken re. corrective actions v
(xi) Records on actions taken re. preventive actions v
(xii) Records referring to search process documentation v
21.21 | (i) Recording of the databases consulted during search 4
(i) Recording of keywords, combination of words and v
truncations during search
(iii) Recording of the languages used during search v
(iv) Recording of classes and combinations thereof consulted v
during search
(V) Recording of a listing of all search statements used in v
databases consulted
(vi) Records about other information relevant to the search v
(vii) Records about limitation of search and its justification 4
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Chapter 21 requirement Extent of
compliance
full |part |no
(viii) Records about lack of clarity of the claims v
(ix) Records about lack of unity v
21.22 Report on its own internal review processes v
21.23- Additional information on further inputs to its internal reviews |v'
21.25
21.26 Initial report called for by paragraph 21.26 v

21.06 Indicate with reference to the organizational chart those bodies and mechanisms management
uses to ensure:

(@) the effectiveness of the QMS; and

(b) that the process of continual improvement progresses.

a) The Quality Management Committee is in charge of ensuring the effectiveness of the QMS. This
Committee reviews the progress of the quality program, discusses and approves the documents and
quality related issues.

It's worth mentioning that within INAPI's permanent policy of providing the highest quality of service, the
Internal Audit Department has a main role, since its main objective is to assist the National Director in the
design and implementation of plans aimed at reviewing and examining the administrative and financial
management of INAPI. The work performed by this Department is essentially preventive. The Internal
Audit Department is responsible for proposing policies, programs and control measures for strengthening
the institutional management and safeguarding resources that have been assigned to INAPI.

In addition to what it was stated above, the work that was done for implementing some procedures
accordingly to the ISO 9001:2008 standard led the Institutional Strategy Department to develop and
document several procedures in order to ensure the effectiveness of the QMS.

Particularly, for purposes of the QMS, INAPI's top management will be constituted by the National
Director, the Deputy Director for the Legal Division, the Chief of the Administration and Finances Division,
the Deputy Director for the IT, the Deputy Director for the Operations Division and the Head of the
Institutional Strategy Department, who, jointly to the management representative, are in charge of
performing an at least annual review to the QMS to verify the proper execution of the activities intended to
the compliance of the QMS objectives.

INAPI has defined, established and scheduled several tools for analysis and measurement, leading to the
continuous improvement of the activities such as management of non-conformities, corrective and
preventive actions, satisfaction surveys for clients/users/beneficiaries, audits, complaints and suggestions
and management reviews, with the purpose of demonstrating the service conformity, and ensure and
continuously improve the effectiveness of the QMS.

b) In order to assess the adequacy of the QMS, the quality objectives are measured by means of
determining the level of compliance of the commitments and indicators lying in the institutional control
panel, where the goals and periodicity of measurement are set. This panel also gathers all the monitoring
data with the purpose of ensuring the effectiveness of the QMS. The data is collected by the process
owners who inform the Head of Quality to process the information and to evaluate actions in response to
the current scenario.
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Regarding the business areas in general, every Head of Section (i. e., Patents and Trademarks Division,
Transfer of Knowledge) is in charge of the continuous improvement of their own area of work by giving
feedback to the Institutional Strategy Department in order for this Division to review the processes,
analyze the results, evaluate them and propose and develop strategies and actions in those processes
which need to be improved.

The Quality Management Committee reports directly to the National Director on matters regarding quality
of service and the QMS. Besides that, it is stated that the Internal Audit Unit will be a part of the Quality
Management Committee, only for purposes of fulfilling the compliance of the surveillance of the rules that
regulate the QMS in INAPI.

21.07 Indicate how management of the Authority communicates to its staff the importance of meeting
treaty and regulatory requirements including:

(@) those of this standard; and

(b)  complying with the Authority's QMS.

a) Heads of units within the Patents Division have regular meetings with the examiners and administrative
staff to inform on the evolution of their work. In those meetings the information about treaty and regulatory
requirements is communicated, as well as information on how quality standards and quality system are
being handled.

The Head of the Patent Examination Department (DEP) and the staff of the PCT Department regularly
send information to all the staff of the Patents Division on all the important issues such as the evolution of
indicators, new procedures or whichever information is relevant for the work of the Patent Division staff.

Along with the meetings, a new communication mechanism was developed in order to fulfill this purposes
therefore a new internal micro site was created, where all information regarding PCT (the Treaty, Rules
and the new Guidelines, among others) were uploaded and made available to the Examination
Department and PCT staff. Any news or information regarding PCT requirements are posted in this new
micro site.

b) Concerning the QMS, the management representative holds regular meetings with all the staff, aiming
to communicate the importance of the system and the requirements given by the treaty and its rules as
external documents along with the requirements given by the standard and the proper way to fulfill these
requirements.

21.08 Indicate how and when top management of the Authority or delegated officers:
(&) conducts management reviews and ensures the availability of appropriate resources;
(b) reviews quality objectives; and

(c)  ensures that the quality objectives are communicated and understood throughout the
respective Authority.

Aiming to fulfill the Strategic Priorities for 20432016-20185, INAPI has a strategic institutional plan, which
was communicated to the different units as part of the institutional alignment plan._Within the strategic
institutional plan there is a specific quality strategic plan, which surveillances the fulfilment of the quality
policy and objectives and watches for the communication of this quality policy to all staff members.
INAPI's Quality Policy defines the commitments that were taken in order to grant a quality service.
Therefore, after the implementation of the Quality Management Committee (QMC) and the approval of
the Quality Policy, INAPI worked on the definition of its specific quality objectives for each business area,
where the Patents Division developed the first quality objectives for the ISA activities and an annual
review of them will be performed from 2015. This new strategic institutional plan includes the initiative of
assessing the feasibility of including the ISA/IPEA processes within the ISO certification and the
readjustment towards the standard ISO 9001:2015
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a) As it is stated in the Quality Manual, top management of INAPI conducts management reviews at
least once every 12 months. It is during these management reviews where top management determines
and allocates the necessary resources for the operation of the QMS, in order to implant, maintain and
continuously improve the effectiveness of the processes and to achieve the client/user/beneficiary
satisfaction, by fulfilling their requests.

The entry information for these reviews are, among others, the internal audits reports, the performance of
the internal processes and conformity of the service, status of the corrective and preventive actions and
any change which could change the QMS.

b) Quality Policy as well as Quality Objectives are considered as the entry information for the
management review, hence they shall be reviewed at least once every 12 months by top management
where they might be improved, if necessary.

c) The Quality Objectives are communicated to the staff by the management representative who
reinforces the importance of these objectives. These objectives are also available in a shared directory in
INAPI's servers where they can be consulted by any staff member concerned.

Over the last year a new activity was set, where either the responsible of processes under 1SO
certification or an involved member of the particular Department communicated the quality objectives to
every Department of the Organization, in order to make it more familiar to the staff and to make them
aware of their contribution in the fulfillment of these objectives.

21.09 Indicate whether top management or delegated officers of the Authority perform an internal review
of the QMS in accordance with paragraphs 21.22-21.25:

(@) atleast once per year (cf. paragraph 21.22);
(b)  in accordance with the minimum scope of such reviews as set out in Section 8, namely:
to determine the extent to which the QMS is based on Chapter 21 (cf. paragraphs 21.22, 21.24(i));

to determine the extent to which Search and Examination work complies with PCT Guidelines (cf.
paragraphs 21.22, 21.24(i));

(c) in an objective and transparent way (cf. paragraph 21.22);
(d) using input including information according to paragraphs 21.24 (ii)-(vi);

(e) recording the results (cf. paragraph 21.25).

a) As it was already stated, an annual review is conducted by top management in order to assess the
efficiency of the QMS and to adjust the system in order to improve it continuously. Under this framework,
PCT quality procedures are also being reviewed and adjusted as necessary.

b) Regarding the compliance with what is indicated in Chapter 21 and the extent to which the QMS is
based on, our system was designed to fulfill the requirements on the ISO 9001:2008 standard and
therefore it is based on Chapter 21 as the reeent—certification demonstrates. INAPI is focused on
achieving high quality standards and in this sense specific quality controls have been designed for the
ISA/IPEA activities, including the review of the Search Reports and Preliminary Examination in several
levels such as supervisors and PCT Department. There, the minimum quality standard is fundamentally
based on what it is stated in the Treaty, the Rules and the Guidelines, observing complete compliance of
this standard. The reviews are comprehensive of formal and substantive examination, wherein the
relevant information collected is recorded by the reviewers and analyzed by the PCT Department for
quality and continuous improvement purposes.

c) to e) All the information concerning QMS reviews and internal reviews is recorded. Particularly,
regarding the internal quality review for ISA/IPEA activities, the information is managed by the PCT
Department. The quality controls were designed in order to be clear, objective and straightforward and
therefore, transparent for any staff member requiring information related to this process. It also considers
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the information regarding recommendations on how to improve the results and the follow-up of the
corrective or preventive actions detected throughout the steps of the search and examination process.

2. RESOURCES

21.10 Explanatory note: The granting of ISA/IPEA status means that the Authority has demonstrated it
has the infrastructure and resources to support the search and examination process. Chapter 21 calls for
assurance that the Authority can continually support this process while accommodating changes in
workload and meeting QMS requirements. The responses below, should provide this assurance.

Human resources:
0] Provide information about the infrastructure in place to ensure that a quantity of staff:
sufficient to deal with the inflow of work;

which maintains the technical qualifications to search and examine in the required technical fields;
and

which maintains the language facilities to understand at least those languages in which the
minimum documentation referred to in Rule 34 is written or is translated

is maintained and adapted to changes in workload.

(i)  Describe the infrastructure in place to ensure that a quantity of appropriately trained/skilled
administrative staff is maintained and adapted to changes in workload:

at a level to support the technically qualified staff and facilitate the search and examination
process, and

for the documentation of records.

i) Within its structure and internal organization, INAPI's Patent Division has a mixed system for searching
and examining patent applications and utility models.

The system of analysis comprises a team of highly qualified professionals who are responsible for
determining whether the applications meet the requirements for patents to be granted. The system is
composed of two groups of experts:

1) External experts: The work of the experts is specifically regulated by the Industrial Property Law (Law
N°19.039) and its Regulations. According to these, INAPI's National Director has to assess their suitability
for examination and their permanence or removal from the Register of Experts.

External experts work under the direct supervision of the Unit of Experts Management of INAPI's Patent
Division, which is in charge of the register and its update. Their work consists on issuing expert reports,
analogous to the search and written opinions of the PCT. Regarding the results of the search and
examination processes, these experts are supervised technically by a group of examiners.

2) Internal experts (examiners): The examiners are members of the Patent Examination Department of
INAPI's Patent Division, and are responsible for evaluating whether the expert's work meets the criteria
and guidelines set by the institution for the analysis of patentability. Examiners are also responsible for
delivering a final recommendation on the patentability of applications to the National Director. The work
of the Examinersis under constant evaluation of the technical staff in each technical area and with
technical examiners meetings in order to harmonize criteria.

Regarding the search and examination activities, the Patent Examination Department, conformed by
the examiners and the Unit of Experts Management are responsible of doing a continuous evaluation
on the performance of our external experts and also of defining the improvement necessities.
Furthermore, they monitor the fulfilling of the legal deadlines for issuing the experts reports and keep an
updated record on the information that is related to the performance of the experts and examiners in the
national phase.
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In particular, regarding the examination procedure, INAPI has a working system that is focalized in
achieving quality searches and examination. Indeed, the examination procedure of the applications
comprises a first step in which the external experts are in charge of performing the search and the
substantive examination, where the results of that work are then analyzed by the examiners. Thereby the
search and examination work is carried out jointly by the Patent Examination Department and the Unit of
Experts Management.

Every year the Office carries on its annual review and report and puts in its future plan the need for
further training for the staff and the need to employ new examiners in different fields of technology. After
that, there will be an intensive training to prepare the staff examination. Besides, the Office provides
training courses for improving the staff's language skills, not only for the new employees, but for the
whole staff as well. As for the training courses, and given the fact that searches are to be more
exhaustive as an ISA, new searching trainings are being planned in order for the examiners to
accomplish the best level required for an Authority.

Currently there are 489-187 staff members in INAPI and 105 external experts. The search and
examination team consists of 128-129 professionals who are proficient in the patent examination reports,
in all technical areas. The internal Examination Department Structure considers 5 technical areas,
namely: Pharmaceuticals, Industrial Chemistry, Biotechnology, Mechanical and Electrics, hence allowing
INAPI to cover all the technical areas. This number is expected to be increased in the near future, as new
professionals will be recruited to accomplish new challenges. In this regard, external experts have just
been incorporated and are to begin the training program.

The annual training program that it is yearly conducted in INAPI considers both the technical and lingual
training for the examiners. These considerations allow INAPI's technical staff to maintain both technical
and language qualifications, mainly in the English language, although some examiners have knowledge
of the German and French language. Indeed, all of our experts, both internal and external have at
minimum an intermediate level of English, and of those, 80% have an advanced level of this language.

Also, almost 50% of this technical staff has postgraduate studies, the majority of which have Masters
Degrees and PhDs in their respective technical areas.

With regard to professional experience, abeut—450ver 50% of our team has at least 10 years of
experience in conducting search and examination patentability reports.

i) The Patents Division comprises a Processing Administration Unit, which is conformed by administrative
staff. The purpose of this unit is to support the Patents Division in the management and handling of the
administrative work. This staff has both experience and knowledge of the PCT system.

Material resources:

(i)  Describe the infrastructure in place to ensure that appropriate equipment and facilities such
as IT hardware and software to support the search and examination process are provided and
maintained;

(iv)  Describe the infrastructure in place to ensure that at least the minimum documentation
referred to in Rule 34 is available, accessible, properly arranged and maintained for search and
examination purposes. State whether it is on paper, in microform or stored on electronic media,
and where.

(v)  Describe how instructions:
to help staff understand and adhere to the quality criteria and standards; and;
to follow work procedures accurately and consistently

are documented, provided to staff, kept up-to-date and adapted where necessary.

Every examiner is equipped with a workstation consisting of a computer with access to databases and
Internet. INAPI is constantly updating these computers in order to have access to the latest technology
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and facilitate the searching procedure through faster and more efficient equipment and internet
connectivity. In this regards, all PC stations in both the Examination and PCT Department were renewed
in 2014, including new and bigger screens, in order to facilitate the examination process. This equipment
gathers the necessary requirements to support all search and examination process.

Besides of the aforementioned renewal of the equipments, a PCT management custom software for
processing international applications (SGA) was developed in order to facilitate and give guidance to the
examlners when conducting the search and examlnatlon dunng the ISA activities. Jihrs—ﬁrst—versrenﬁef—the

software not onIy handles the Recelvmg Off|ce actlvmes but also the ISA/IPEA activities, by means of
indicating the necessary steps in every stage of the procedures, among other activities such as
management of timeliness. This software also allows the storage and retrieval of international PCT
applications and all the related documentation, what simplifies and accelerates the process._A second
version of the SGA was released last August, which includes improvements for an easier and neater use.
New improvements are being planned for the third version (expected to be released by 2017). In the
meantime, some minor improvements are being made in the software.

INAPI provides an access to internal and external databases for every examiner. Apart from the free
searching databases such as Espacenet, Google Patents, INAPI, Patentscope, the USPTO, JPO and
some others Patent Office’s databases, contracts have been signed to have access to searching
platforms, namely STN, Genome Quest, IEEE, Thomson Innovation and Proquest Dialog, which provide
access to over 200 databases in all technical fields. FhisyeariNAPbegan-using-EPOQUE Net is being
used in its full access mode_since 2015. Also, an agreement has been established with other government
institutions in order to have access to more than 1000 scientific publications through the BEIC program.
This program allows searching in scientific publications such as Oxford University Press, Elsevier, AAAS,
American Chemical Society, Annual Reviews, Nature, Springer Links and Wiley-Blackwell. Nevertheless,
INAPI keeps on assessing databases that could be useful for our searches.

All the staff has access to the PCT, the Chilean industrial property law, to treaties and conventions, to the
Guidelines and the internal instructions via our computer systems and on paper.

Over 2013-2014 the PCT Department along with the Institutional Strategy Department, designed the
flowcharts for both Receiving Office and ISA/IPEA procedures and the documents where all these
procedures are documented. The specific document and flowchart for the ISA/IPEA activities were
approved and made available for all the relevant staff. During 2016, the flowcharts for RO and ISA
procedure were simplified according to the SIPOC methodology, in order to have a simpler and neater
way to explain and understand both procedures.

Besides, an examination manual was specifically designed for the ISA activities in order to guide
examiners when conducting search and examination. This manual has also been approved and made
available to the examiners for them to consult it whenever they need to. However, given the recent
changes in the International Search and Examination Guidelines, a second version is being drafted,
which will also include the standardized clauses, amonq some new other tODICS discussed and approved
at the QSG and MIA meetings.A sew

ebrmasiea oo e bolns vocnines
According to the ISO standard, every change in any of these documents has to be approved by the

Deputy Director for the Patents and uploaded to the shared folder, replacing its latest version, which
ought to be destroyed. The change shall be communicated to the relevant staff by email.

Finally, INAPI's Examination Guidelines are in line with those stated in the PCT International Search and
Preliminary Examination Guidelines, where they were developed with the purpose of harmonizing criteria
and set a quality standard for the examination process. This document will be under continuous review, in
order to keep it up-to-date.
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Training resources:

(vi) Describe the training and development infrastructure and program which ensures that all
staff involved in the search and examination process:

acquire and maintain the necessary experience and skills; and

are fully aware of the importance of complying with the quality criteria and standards.

With the purpose of maintaining the searching and examination skills of the staff within a high level of

quality which complies with the best practices, an annual training program is designed and reviewed at

least once a year, according to the qualifications of the team and the specific needs that are to be

covered. These training programs include, among other, language, technical subjects and examination

reinforcements through on line courses. Some Examiners have visited other Offices for training activities,

namely in Japan and WIPOQ training activities according to its yearly training program for our region. As
A D A o a a Nna A N

The process of incorporating new professionals starts by identifying needs in technical areas and building
a profile for the post. Then a public application process is conducted which concludes with the selection
of candidates. These candidates are subject to a comprehensive training and selection that is divided in
two stages: first an "induction", focused on providing general knowledge and expertise with regards to
patents and industrial property. For this stage, INAPI normally works in cooperation with other Offices. A
second stage corresponds to the training itself. During this period the candidate works under the
guidance of experts at INAPI, conducting examination of actual patent applications.

The entire process is overseen by the heads of the technical areas of the Department of Examination who
finally evaluate the performance and capacity of the candidates, selecting those who meet the
requirements set by INAPI.

Finally, once candidates are accepted as part of INAPI, each selected candidate has an assigned tutor
that supervises and provides support when preparing their first reports. Tutoring is held for one year with
different supervisors within the same technical area. The performance of new professionals is assessed
every four months. If after a year (or earlier), the candidate demonstrates the development of skills and
abilities necessary to perform search and examination reports, he may start working independently. The
purpose of this process is that, within an 18 month period, all new experts must be prepared for search
and examination without the supervision of a tutor, taking into account the law, regulations and the
Guidelines.

The process of recruitment and training has been developed and designed so as not to affect the
productivity of the Office. This has been reflected in the fast reduction of pending applications over the
past years.

Oversight over resources:

(vii) Describe the system in place for continuously monitoring and identifying the resources
required:

to deal with demand; and

comply with the quality standards for search and examination.

As it was stated above, every Head of Section (i. e., Patents and Trademarks Division) is in charge of the
continuous improvement of their own area of work by giving feedback to the Institutional Strategy
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Department in order for this Division to review the processes, analyze the results, evaluate them and
propose and develop strategies and actions in those processes which need to be improved.

Concerning the fulfillment of quality standards, several quality controls have been established, where in
the search and examination work is reviewed by the supervisors and the PCT Department. This
mechanism allows monitoring the quality of the work and the development of preventive and corrective
actions, which shall be followed-up in order to take the appropriate actions and also identify the
necessary resources to comply with these activities.

3. MANAGEMENT OF ADMINISTRATIVE WORKLOAD

21.11 Indicate how the following practices and procedures for handling search and examination requests
and performing related functions such as data-entry and classification are implemented:

0] Effective control mechanisms regarding timely issue of search and examination reports to a
quality standard as set by the respective Authority; and

(i)  Appropriate control mechanisms regarding fluctuations in demand and backlog
management.

a) With the purpose of delivering a high quality product, INAPI developed quality mechanisms for
ensuring both product quality and timeliness in its delivery. Concerning timeliness, the aforementioned
developed custom software (SGA) was specifically designed to keep track of the time spent in each
activity and also to display the time remaining until the due date for every activity is met. This information
will be periodically retrieved and processed by the PCT Department in order to manage the activities
which must be completed before delivering the Search and Examination report, according with specific
follow-up mechanisms designed for these purposes.

In order to take the most of this software, a new tool was also developed. This tool extracts data from the
SGA and processes it in order to show management information, such as the number of PCT applications
in_a certain stage and the residence time of the applications. This allows the identification of the
applications, which have stayed in line a longer time, and, if necessary, gives indication on what
measures should be taken in order to speed up the process for them and thereby ensure timeliness.

b) Regarding the fluctuations in demand and backlog, the responsibility lies within the Patent Examination
Department, where supervisors are requested to assign and evaluate the current workload on the
examiners before the appointment of an examiner for searching and preliminary examination purposes.
Therefore, the Patent Examination Department provides the necessary information for managing any
fluctuation in the examiners workload and for dealing with backlog issues.

In_addition to the above, the aforementioned new tool also gives information on workload for each
examiner participating in the ISA/IPEA process. In this way, it provides an overview of the availability of
examiners in case of major fluctuations in demand and aids the best assignment for each examiner.




Initial Report on Quality Management Systems by National Institute of Industrial Property
(INAPI) of Chile
November 30, 2016 page 17

4.  QUALITY ASSURANCE

21.12 The following are required quality assurance measures for timely issue of search and examination
reports of a quality standard in accordance with the Guidelines. Indicate how the following are
implemented, including the use of any checklists to verify reports before their issue or for monitoring the
quality standard as part of a post-issue review process:

0] An internal quality assurance system for self-assessment, involving verification, validation
and monitoring of searches and examination work:

for compliance with these Search and Examination Guidelines;
for channeling feedback to staff.

(i) A system of measurement and collection of data and reporting. Show how the Authority uses
the system to ensure the continuous improvement of the established processes.

(i) A system for verifying the effectiveness of actions taken to correct deficient S&E work,
eliminate the causes, and to prevent issues from recurring.

i) The national phase practice includes stages that are related to a quality assurance system in the
examination process. For example, prior to give the recommendation on the granting or refusal of the
application, the examination reports are reviewed by an examiner in order to verify the compliance of the
criteria that is established both in the national law and its regulations and also the Examination
Guidelines. Indeed, the Patent Examination Department (DEP), which groups the examiners of all
technical areas, is responsible for the ongoing assessment of performance of the experts and the
identification of possible improvements. In this regards, the DEP collects and gives feedback to the staff
on common misinterpretations of the Guidelines or recurrent mistakes that have to be corrected in order
to achieve a good quality service.

With the purpose of ensuring the continuous improvement of the processes, the Institutional Strategy
Department delivers on a weekly base a Management Report on the work of the different units of INAPI.
Regarding to the DEP, the report indicates the performance of each individual examiner in terms of due
dates based on the status of the application. This report is delivered to the Head of the DEP, who sends it
to each Head of Technical Section in order for them to manage the workload and the schedule of each
examiner within the particular technical section. This report is generated directly from the IPAS program,
which assigns different status to the application, depending on the stage in which it lies in the process.
This Management Report is a useful tool for taking corrective and preventive actions and, therefore,
works as a system for verifying the effectiveness of the actions that have already been taken, for
example, reducing processing times or reducing backlog.

As a result of the implementation process, an internal quality assurance system was specifically designed
for ISA/IPEA activities. This system is currently being used partially, but there are still some adjustments
to be done before including all the designed steps. It considers the review of the entirety of the reports
submitted by examiners before sending them to the applicant. Every report shal-beis approved by a |
supervisor by means of the fulfillment of specific checklists which are comprehensive for assessing
compliance of what it is stated in the S&E guidelines, it is expected that it will includinrge search strategy
documentation, whenever possible. The compliance of every aspect mentioned in the checklist eught-to
beis mandatory for delivering the report to the PCT Department in order to be submitted to the applicant
and to the IB in a later stage. The system also considers the provision of the review results to the PCT
Department in order to keep records, exarinerwhich allows monitoring every examiner's activity. Based |
on the level of fulfilment of compliance with checklists, the examiner may be subjected to a training
activity or, on the contrary, their reports may be subjected to a random sample provided the expert shows
an outstanding quality level during a certain period. All the findings within an evaluation period will be
communicated to the examiner. If the findings are of common occurrence, they shall be discussed in
general meetings in order to correct said practice among all the relevant members of the staff.
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comprehensive-during-thisfirst stage._Last year's practice of developing search strategies amongst three

examiners has been replaced by individual work for those examiners who acquired a deeper experience
in searching at an international stage.

Finally, after the report is submitted to the PCT Department, it goes through a final formal review which
ensures the proper issuance of the report by checking formalities related to what is stated in the S&E
guidelines._This is made by means of filling a checklist of formalities.

i) As it was previously stated, the Quality Assurance Mechanism includes the use of specific databases
which record the result from the quality reviews and therefore the level of fulfilment of every examiner
regarding ISA/IPEA activities. This registry allows the identification of findings and also detection of non-
conformities, with the proposed preventive or corrective actions in order to follow the result of
implementing these actions to correct the practice and continuously improvement.

iii) The internal quality system for ISA/IPEA activities considers a procedure for correcting and amending
any flaw raised during the product quality control. This includes the record of any non-conformity raised
during the review which allows the development of preventive or corrective actions. The result of the
implementation of these actions will be monitored in order to evaluate the effectiveness of actions taken
in the long term.

5. COMMUNICATION

Inter-Authority communication:

21.13 Explanatory note: Each Authority should provide for effective communication with other
Authorities.

(Note: This point is informative. No response is required by the template to paragraph 21.13)

21.14 Provide the name, job title and contact details of the Authorities designated quality contact person
who will take responsibility for:

(@) helping identify and disseminate best practice among Authorities;
(b)  fostering continual improvement; and

(c) providing for effective communication with other Authorities to allow for prompt feedback
from them so that potential systemic issues can be evaluated and addressed.

The contact person appointed by Top Management for these purposes (a-c) is Mrs. Maria Pilar Rivera,
Head of Quality of the PCT Department, who can be contacted through the email address
mrivera@inapi.cl.
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Communication and guidance to users:

21.15 Describe the system in place for monitoring and using customer feedback including at least the
following elements:

0] An appropriate system for

handling complaints and making corrections;

taking corrective and/or preventative action where appropriate; and
offering feedback to users.

(i) A procedure for:

monitoring user satisfaction and perception; and

for ensuring their legitimate needs and expectations are met.

(i)  Clear, concise and comprehensive guidance and information to users (particularly
unrepresented applicants) on the search and examination process, giving details of where it is to
be found e.g. link to Authority’s web site, guidance literature.

(iv)  Anindication of where and how the Authority makes its quality objectives publicly available
for the users.

INAPI gives great importance to the opinions of our users and sees in them an opportunity to identify
areas for improvement in relation to the service provided. In this sense, and in compliance with paragraph
21.18 of the Guidelines for International Search and Preliminary Examination of the PCT, the Operations
Division has a special Unit of Guidance and Support to patent applicants, which directly depends on the
Quality of Service Department. Highly qualified professionals whose role is to advise users on matters
relating to patents, either in the stage prior to the filing and during processing, integrate this unit.
Orientation is given personally or through different channels, such as information specially designed for
this purpose on INAPI's website, user guides, frequently asked questions and/or the e-mail account
inapi@inapi.cl.

INAPI's commitment is to respond to all comments and questions within 48 hours after receipt. All
requests for information received are collected electronically, which allows for tracking and reporting as
well as for statistical analysis, all useful tools for measuring user satisfaction and perception.

In regards to the communication with the users, the policy of the PCT Department is to have a direct
communication with the applicants, where all the questions and requests can be made directly to the staff
of this Department.

A customer’s satisfaction survey is being sent to the applicants in order to evaluate the RO activities.
Another survey was also designed for the ISA/IPEA activities and it is being sent to the applicants on a
monthly basis, to receive the feedback on the utility and quality of the ISR and WO Those are closed
surveys, which give room to the applicant to indicate the points of interests in which is considered there
could be room for improvement. _In addition to this, INAPI has been conducting a yearly meeting with part
of the most relevant representatives and agents in order to get their feedback, attend their necessities
and make the necessary adjustments for improving our quality service to customer.

Besides of the above, INAPI's website was reviewed and improved in terms of allowing a direct access to
the user to all the activities and information related to PCT. There is also a specific e-mail address for
PCT consultations (pct@inapi.cl), where applicants, agents and stakeholders can raise observations,
queries and compliments regarding any PCT related issue.

Further information on quality, such as quality objectives and the commitment letter on quality are
available through INAPI's web site.

In order to further enhance the transparency of INAPI's PCT activities, a new online statistical tool for all
PCT applications in the international phase (INAPI acting as RO, ISA and IPEA) was developed. This tool
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("INAPI Analiza") was uploaded in our web site for any interested user to visit it for any consultation
regarding the number of applications filed per year, the technical areas of the applications, election of
ISAs, the RO where our ISA applications were filed, among other information. This tool is publicly
available at http://www.inapi.cl/portal/publicaciones/608/w3-propertyvalue-12030.html.

21.16 Communication with WIPO and designated and elected Offices:

Describe how the Authority provides for effective communication with the International Bureau and
designated and elected offices. In particular describe how the Authority ensures that feedback is
promptly evaluated and addressed.

The communications with WIPO, the other Authorities and the Designed and Elected Offices is
coordinated by the PCT Department by e-mail, mail and direct phone calls.

WIPO Circulars and documents are directed to the Head of the PCT Department who communicates
them to other members of the staff, namely the Deputy Director for the Patents Division, the Heads of the
DEP and the International Affairs Department and the National Director.

INAPI is operating with the e-PCT system, which allows the electronic transmission of applications to
WIPO, as well as the electronic filing of the applications by applicants.

6. DOCUMENTATION

21.17 Explanatory note: The QMS of the Authority needs to be clearly described and implemented so
that all processes in the Authority and the resulting products and services can be monitored, controlled,
and checked for conformity. This is done in the documents that make up the Quality Manual of the
Authority (see paragraph 21.18).

(Note: This point is informative. No response is required by the template to paragraph 21.17)

21.18 The documents that make up the Quality Manual serve to document the procedures and processes
affecting the quality of work, such as classification, search, examination and related administrative work.
In particular, the Quality Manual indicates where to find instructions on the procedures to be followed.

For the purposes of this report indicate:
(@) the documents making up a Quality Manual that have been prepared and distributed;
(b)  the media on which it is supported (e.g. Internal Publication, Internet, Intranet); and

(c) document control measures taken e.g. version numbering, access to latest version.

Given the work done in terms of adapting some internal processes in order to qualify for an 1SO
9001:2008 certification, a Quality Manual was prepared. This manual is the master document for the
functioning of the processes under the scope of the intended certification. This is a controlled document
and it is managed and controlled according to what it is indicated in the specific procedure for this matter.
The documentation supporting the QMS includes the quality policy, quality objectives, processes' flow
charts, operative procedures and the correspondent processes and registration documents. All this
documentation is available to the staff members through a public internal server for consultation, if
required.

Concerning PCT issues, particularly ISA/IPEA activities, an Examination Manual for ISA activities was
distributed among examiners. This manual describes all the examiners related tasks and indications on
how to fill out the main forms. This manual is also a controlled document and is available through the
internal server. Currently it is going under revision in order to release a second version.

A specific document control procedure was elaborated and documented. This document indicates all the
necessary steps for changing an existing document after a necessity to do so is detected. Every
controlled document shall have a title, a specific code in order to determine whether it refers to records,
instructions or procedures, a version number, a revision history, disclaimer and the validity date.
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It was pointed out that the obsolete copies of every document ought to be destroyed.

21.19 Indicate whether the documents making up the Quality Manual include the following:

() the quality policy of the Authority including a clear statement of commitment to the QMS from
top management;

(i)  the scope of the QMS, including details of and justification for any exclusions;

(i)  the organizational structure of the Authority and the responsibilities of each of its
departments;

(iv)  the documented processes carried out in the Authority such as receipt of incoming
applications, classification, distribution, search, examination, publication and support processes,
and procedures established for the QMS, or references to them;

(v) the resources available for carrying out the processes and implementing the procedures;
and

(vi) adescription of the interaction between the processes and the procedures of the QMS.

The Quality Policy, the scope of QMS, the organizational structure of the members of staff under its
scope and their responsibilities, as well as the documented processes under the scope, resources and
description of interactions between those processes are covered by what is pointed out in the Quality
Manual.

Although the Quality Manual currently does not make reference to the documented processes for search
and examination procedures, those documents (e.g., Examination Manual under ISA scope) are available
to the examiners and it is intended to include them in a newer version of the Quality Manual.

21.20 Indicate which types of records the Authority maintains, such as:
0] a definition of which documents are kept and where they are kept;
(i) results of management review;
(i) training, skills and experience of personnel;

(iv)  evidence of conformity of processes, resulting products and services in terms of quality
standards;

(v)  results of reviews of requirements relating to products;

(vi) the search and examination processes carried out on each application;
(vii) data allowing individual work to be tracked and traced;

(viii) records of QMS audits;

(ix) actions taken re. non-conforming products, e.g. examples of corrections;
(x) actions taken re. corrective action;

(xi) actions taken re. preventative action; and

(xii) search process documentation as set out in Section 7.

Among the records which ought to be kept by this authority, the following are available:
e The documents control procedure clearly indicates, by means of a reference to an inner database,
which records are to be kept and where should they be kept.
* The Quality Manual refers to the evidence of conformity of the processes under the framework of
Registry Control, with a specific procedure for these purposes.
* The results of the, at least, yearly management review which are kept in the Institutional Strategy
Department.
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* Records on the CV, experience, trainings and skills of personnel are kept in the Human Resources
Department.

» The SGA software that was developed for PCT activities allows tracking and tracing the individual
work of every actor along the PCT international phase procedure for quality measures purposes.

» Every QMS audit activity shall be recorded, according to what is stated in the Quality Manual.

» According to the designed procedure for quality assessment during the ISA activities, every non-
conformity and preventive or corrective action must be recorded in the databases.

* When running a search, examiners are requested to document the search strategy and it is expected
that in the near future this document is to be submitted according to what is stated in the Examination |
Manual.

7. SEARCH PROCESS DOCUMENTATION

21.21 For internal purposes the Authority should document its search process.
The Authority should indicate
(@  which of the following are included in this record:
0] the databases consulted (patent and non patent literature);
(i)  the keywords, combinations of words and truncations used,;
(i)  the language(s) in which the search was carried out;

(iv) the classes and class combinations searched, at least according to the IPC or
equivalent;

(v)  alisting of all search statements used in the databases consulted.

(b)  which other information relevant to the search itself is included in this record e.g. a statement
of the subject of search; details of special relevance to internet searching; a record of documents
viewed; on-line thesaurus, synonym or concept databases, etc.

(Explanatory note: The IA is requested to list other information it may collect to monitor and
improve the search process)

(c)  which special cases are documented and whether records are kept denoting any:
(vi) limitation of search and its justification
(vii) lack of clarity of the claims; and

(viii) lack of unity.

In the national phase, the documentation of the search is registered in the examination report itself, such
as the databases that have been consulted, the languages that have been used, consulted classes and
subclasses, justification and limitation of search, if any, and also records about lack of clarity of claims
and unity of the invention. However, in order to fulfill the requirements of the international standards as an
ISA/IPEA, in case of a request for international search, a new procedure for the searching documentation
will be developed, which will be in harmony with the PCT Guidelines and the agreements that are to be
taken in the MIA.

Concerning the searching procedure during the ISA stage, a template was created and Examiners were
requested to document the databases that were consulted, their search statements, including keywords,
truncations and their combinations, language and classes and subclasses. Any other important
information regarding the search ought to be recorded as well. This documentation process is under
evaluation before making its submission mandatory.

The currently designed document for registering the search procedure also includes room for
documenting the limitation of the search and lack of unity as well as a significant lack of clarity.

This document shall be uploaded to be included in the SGA software for PCT activities.
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8. INTERNAL REVIEW

21.22 Explanatory note: The Authority should report on its own internal review arrangements. These
reviews determine the extent to which it has established a QMS based on the model of Chapter 21 and
the extent to which it is complying with the QMS requirements and the Search and Examination
Guidelines. The reviews should be objective and transparent to demonstrate whether or not those
requirements and guidelines are being applied consistently and effectively and should be undertaken at
least once a year. With reference to point 21.08 of this template, the Authority may provide additional
information on its internal review arrangements under this section if it so wishes.

21.23-21.25 These arrangements are reported according to this template in Section 1, above, at points
21.04 - 21.09. The Authority may provide additional information on further inputs to its internal reviews
under this section, if it so wishes.

All the relevant information was already indicated in the body of this report.

9.  ARRANGEMENTS FOR AUTHORITIES TO REPORT TO THE MIA

21.26 There are two stages in the reporting arrangements outlined in Chapter 21: the initial report called
for by paragraph 21.26(a), and supplementary annual reports in accordance with paragraph 21.26(b). At
the second informal meeting of the Quality Subgroup in Canberra on February 6 and 7, 2012, the
Subgroup recommended that, instead of submitting full reports every five years and cumulative updates
in the intervening years, Authorities should submit each report in the form of a full report, making the
differences from the previous year’s report clear, for example using “track changes” or other form of
highlighting. The template for the supplementary annual reports is therefore no longer used.

[End of document]




