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1.0 Background

International Federation of Biosafety Associations

The International Federation of Biosafety Associations (IFBA) is a global community of research scientists,
biosafety professionals, laboratory personnel, architects, engineers, academics and policy makers from
around the world who recognize that laboratory biorisk management is critical for strengthening global
health and security. By working collectively and leveraging resources, the IFBA has become a renowned
and resourced key actor facilitating international collaboration essential to sustained success in minimising
the socio-economic impact of human and animal disease outbreaks. In particular, promoting high standards
in the safe, secure, and responsible handling and use of biological materials underpins the IFBA'’s efforts to
enhance capacity to respond to the most challenging biological risks in areas with high endemic disease.
The IFBA is counted on by its member organizations, governments, donor agencies, and international
institutions worldwide for ensuring the successful implementation of biosafety best practices for the people
we serve.

Certification of Biosafety Professionals & Resources

Having qualified personnel engaged in implementing biosafety and biosecurity, including formal training
and certification, is probably the greatest single factor affecting the quality of biorisk management programs
worldwide. The international community relies on facility biosafety and biosecurity professionals, biosafety
and biosecurity consultants, and providers of biosafety and biosecurity services and equipment to ensure
that the risks of working with dangerous biological agents are managed efficiently and effectively.
Unfortunately, there is no internationally accepted system that can evaluate the qualifications of these
various professionals in many different technical specialities. As a result, the level of professional
competency in the international community is widely divergent: both well qualified and severely under
qualified individuals have responsibilities for managing biological risks. Yet the severely under qualified
individuals are often not identified or not given appropriate resources to enhance their qualifications. This
circumstance presents a significant threat to the international community. If the individuals whom we
depend on most to understand and mitigate biological risks are under qualified, the international
community’s risk of accidental or intentional misuse of biological materials will remain extremely high.

The most effective way to reduce this risk is to create an internationally accepted system for certifying
biorisk management professionals — from facility biosafety and biosecurity officials to biosafety and
biosecurity consultants, to providers of biosafety and biosecurity services and equipment. Such a system
would differentiate among the various technical disciplines in the biorisk management field and standardize
levels of expertise within each of those disciplines. Such a system would also standardize the requirements
and the training necessary for a professional to advance his/her expertise or qualifications within a certain
technical discipline.

While several national credentialing schemes exist (e.g. Japan, United States), these schemes are
nationally oriented and generalized across the entire field of biosafety. These are “jack-of-all-trades”
certifications of unlimited duration. They are not based on completing a specific curriculum or
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demonstrating a specific expertise. Nor are these credentials graduated, reflecting levels of expertise or
competence, in a manner that could structure and motivate the professionalism of the entire field. Even
now, in this rapidly emerging profession, there is not even an international certification program for biorisk
management training curricula, nor is there one for the individuals who teach these curricula. Stakeholders
need to know that their trainers and contractors possess the requisite expertise necessary to deliver
qualified training programs and/or services in this complex field.

Certification of professionals would provide recognition of more specialized technical skills for the life
sciences community, and would create a high-quality harmonized international baseline of technical
competencies, providing a stamp of approval for biorisk management professionals. This approach would
serve to enhance international recognition of biorisk management principles and priorities, and would
provide the professional community with the tools and training necessary to improve the safety and security
of their work. Internationally recognized certification would elevate the professionalism of the field, providing
for biosciences facilities that are safer, more secure, and responsibly managed. The program would be
designed with professional input from our members around the world to distinguish biosafety and
biosecurity professionals, qualified trainers and courses to a pre-determined standard, with the goal of
developing a truly professional international workforce. It would enable employers, government agencies,
consumers and others who rely upon a skilled workforce to distinguish between qualified workers and
qualified products, from those with lower quality credentials. An effective certification system would provide
a graduated scheme of certifications, challenging professionals to increase their experience, expertise and
knowledge base throughout their career. It would provide incentive and opportunity in a variety of specific
technical disciplines, improving the overall quality of each of those disciplines and broadening the field to
include a more diverse set of qualified professionals. Such a program would provide these various
professionals the opportunity to continuously improve their skills, driving a professional culture of
excellence to build, maintain and improve the field of biosafety and biorisk management, which would
substantially lower the international risks of accidental and intentional misuse of dangerous biological
materials, technologies, and expertise.

2.0 IFBA Certification Program

The need for an effective international qualification and certification scheme has been recognized by IFBA
members and stakeholders worldwide. Over the past year, the IFBA’s Biosafety Professional Recognition
Working Group has dedicated considerable effort to evaluating the need for credible and harmonized
systems of qualifying individuals who carry out biorisk management programs or biorisk management
services. It is widely recognized that there is a need for a yardstick by which to evaluate the qualifications of
the professionals in the field, and that this yardstick must be harmonized internationally.

Unlike licensure (which is required by law), certification programs are voluntary. They exist solely because
of the value that they bring to the individual biosafety professional, employers, and the industry. It is
important to note that most certification programs are created, sponsored, or affiliated with professional
associations and trade organizations interested in raising standards, not a government. According to the
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American National Standards Institute (ANSI Standard 1100), a certifying organization must “deliver an
assessment based on industry knowledge, independent from training course developers or course
providers”. As such, the IFBA is well placed to develop and implement this new certification program for
biosafety professionals and courses.

The IFBA certification program would create a certification scheme that establishes levels of technical
competency in several different disciplines (e.g. air-handling systems, waste decontamination, BSL3 design,
biosecurity, respiratory protection, biosafety cabinets, and management systems). IFBA certifications would
be developed to complement existing overarching credentials such as the American Biological Safety
Association (ABSA) Registered Biosafety Professional (RPB) credential, and the Certified Biological Safety
Professional (CBSP) certification, providing rigorous training and assurance of technical competency in
specific disciplines in areas such as those outlined above. Certification of individuals would be based on
demonstrated competence through the successful completion of certified training programs delivered by
certified trainers. The graduated levels of expertise will range from basic practitioner to master instructor.
For example, future facility biosafety professionals could have many low-level IFBA certifications, across
many different technical disciplines, depending on the needs of their institution and position. A biosafety
consultant or employee of a company that provides specialized services or equipment to the bioscience
industry may have a very high-level IFBA certification in only one technical discipline.

The end result will be a graduated system of professional capabilities and services that will
significantly enhance the practice of biorisk management internationally. Individuals can become
distinguished and recognized as competent, knowledgeable, and committed to our mission of safe,
secure and responsible work with biological materials.

3.0 Project Description

IFBA Certification Working Group

This project will convene a core group of individuals to further articulate and set the direction for IFBA's
certification project, drawing on the extensive expertise of our membership and global community. This
newly created Certification Working Group (CWG) will provide unbiased direction for the IFBA certification
program policies and processes, set certification standards and monitor fair practices that will protect
against undue influence that could compromise the integrity of the certification program. The CWG will
incorporate and build upon the outcomes generated by the IFBA's Biosafety Professionals Working Group.
More specifically, the CWG will articulate the scope of the certification scheme in terms of defining the
various disciplines and specific graduate levels of expertise for each discipline. The CWG will also define
the type of training and demonstration of competencies necessary to achieve each level within each
discipline. Members of the CWG will be drawn from IFBA members and observer organizations,
stakeholders and the broader community with experience, knowledge, skill and education in the
biosafety/biosecurity field.
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The IFBA is committed to developing the best possible certification program through a formal process. As
such, development of the certification scheme will follow internationally accepted best practices for a body
certifying persons against specific requirements, including ANSI/ISO/IEC 17024:2003 “Conformity
assessment — General requirements for bodies operating certification of persons”. By following this
standard, the IFBA will demonstrate a commitment to processes and procedures that adhere to an
international standard of excellence, and ensure that the IFBA creates and oversees a quality certification
program.

Specific tasks to be completed by the CWG:

4
4

Page4

Review the work to date of the IFBA Biosafety Professionals Working Group;

Hold a planning meeting in spring 2012 to define scope of the certification program in terms of
types of disciplines to be included, levels within the scheme, and the applied competence
standards in response to a specific requirement or demonstrated market need;

Further develop and articulate the scheme during the working session at the IFBA Conference in
Johannesburg, June 2012;

Develop in detail a priority discipline ready for pilot testing by the end of Phase 1,

Develop a detailed business plan for the certification project by the end of Phase 1;

Develop the IFBA certification process in accordance with international standards and best
practices for certification bodies;

Engage IFBA's communications specialists and consult key internal stakeholders on the scope of
the certification scheme including the European Biosafety Association (EBSA), the American
Biological Safety Association (ABSA) and the Asia-Pacific Biosafety Association (A-PBA); conduct
similar outreach activities with additional external stakeholders and potential users of the
certification scheme (eg. International Federation of Biomedical Laboratory Scientists);

Incorporate lessons learned from pilot testing and stakeholder outreach into development of full
certification project during phase 2;

Ensure that only matters related to certification are considered as part of the scope of each
certification type and level;

Define appropriate policies and procedures for operating the certifications so as to give confidence
to IFBA stakeholders of the impartiality and integrity of the certification;

Ensure that all policies and procedures are fair and equitable for all candidates, certified persons
and products;

Appoint a committee to be responsible for the development and maintenance of the certification
scheme that fairly and equitably represents the interests of all parties significantly concerned,
without any particular interest predominating;

Establish procedures and conditions for the maintenance of certification in accordance with the
certification scheme and international standards governing certification bodies;

Complete the IFBA Business Plan for the certification program; and,
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» Define recertification requirements according to the competence standard and other relevant
documents, to ensure that the certified person/product continues to comply with the current
certification requirements.

4.0 Project Phases

IFBA's certification program will be developed in two phases, project development and project
implementation, each with key milestones and deliverables. The projected timeline for phase 1 is April
2012 to December 2012 with Phase 2 beginning in January 2013.

Phase 1 — Project Development
There are a number of tangible activities and deliverables associated with this phase, specifically:

certrcation
VWorking Group

Project Activities:

1. Identification of the Certification Working Group members;
. . 2. Strategic planning meeting of CWG (to take place in May 2012) to further
T Meeting define scope of certification in terms of technical disciplines, levels within the
scheme, and the applied competence standards for discussion with the
wider biosafety/biosecurity community;
certncation
kk“j":;! 5 3. ldentification and peer review applicable training courses and competence
- standards for certification;
South Africa 4. IFBA member/observer engagement at working session at the 2nd |[FBA
Working Session International Conference, June 2012 Johannesburg, South Africa to further
refine the framework of certification disciplines/elements with the
international community, including the identification of a certification element
Stakeholde in a priority discipline for pilot testing;
Outreach
5. Stakeholder outreach and communication at key international events and
conferences (e.g. EBSA, ABSA, A-PBA);
_:'mmmmwm ot
© forpilot 6. Development of a priority certification discipline, as identified above, for pilot
testing at the end of Phase 1;
*‘"’mﬁj“ 7. Development of a framework of requirements to establish a certification
Certification Body body within the IFBA, based on established standards (eg. ANSI/ISO/IEC
17024:2003);
S Py 8. Development of an IFBA Business Plan for the certification program by the
N end of Phase 1;
9. Submission of draft overarching certification scheme to IFBA Board of
Program Approval Directors for approval.
Page 5
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Phase 1 Deliverables

The following deliverables will be completed for Phase 1 as a result of the activities outlined above:

4
4
4
4

Overarching Certification Scheme including disciplines and graduated levels of certification;
One priority certification discipline/element ready for pilot testing;
IFBA Business Plan for the Certification Program;

Framework of requirements identified to establish a certification body within the IFBA (in
accordance with ANSI/ISO/IEC 17024:2003).

Phase 2 — Project Implementation

Phase 2 will entail piloting of the priority certification discipline prepared for pilot in Phase 1 of the project,
as well as the further development of additional priority certification disciplines as identified in Phase 1.
The remaining activities and deliverables associated with this phase will be developed in detail, specifically
by the CWG in Phase 1, as described above.
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SRR DB PR L s C OWTIERTHBIT 5 2 &
ZEFSOHRE Uiz, EORSEDE “IROUGT Th 5,
O FT a FIRB LD T2 8 DFF TR D 2 G 1R
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BENTR T DA OFXFFFHESCHE T ONZE
TN COREVED T 22 D RS I =R — %
=D AN G D FEWTET D,
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SN TWDHH, FMETO BSL Mgk skl 0N iE
FARTEE & 2 OFEMAFLIR S AV TV RN EZ 7K
LTI B0,

_12_



JBSA Newsletter Vol.2 No.2

AFIFRE L. CDC/NIH JE1T D Biosafety in
Microbiological and BiomedicallLaboratories
(BMBL) ZILicHEB LT RELEESH,
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FROFHESCNE T, JEHEBEEC Y - > Tld, ARE
BREEDVEBET D 7-012 . AFRGRELISMI TR
RO PVELELEEZ D,

2-2) BER - IXUHICERNTOEE
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'One Health
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RIRRFERZEGE B EMP SR
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17T NOFESLIT R\ D EERE LTz, Osler (&
McGill RFEFH CHHEiAZ L H—HE N A4 —
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A X« UVOFEIRIZEET D5 21T > 7, Virchow
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One Health 23 SEE S L7z IE, MG CTX 5724
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Overview of BSL-3 Facilities Planning and Standard Operating Procedures
(SOP) in accordance with the Revised Infectious Disease Prevention Law
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Abstract

Four years have passed since the revised Infectious Disease Prevention Law (Law No. 106 of
June 1, 2007) was implemented. There are almost six months left before the end of the
transition period in March 31, 2012. Enforcement of the law seems to have helped promote the
improvement of biosafety technology in terms of design and construction. In many cases,
however, these new ideas may not be regarded as practical measures by users (researchers and
administrators), designers and constructors. The purpose of this report is to provide a better
understanding of these topics to those already involved in biosafety and those planning to build
new biosafety facilities. This report is divided into three parts and published in consecutive
issues. Any comments from relevant parties would be greatly appreciated,
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