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Outline

e Rationale for re-evaluation
e Structure and Terms of Reference
e Comparison of ICNIRP and WHO Guideline processes

* Project Group recommendations
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Rationale for re-evaluation

 ICNIRP’s main role — produce Guidelines

« Recent Guidelines
0 ICNIRP Guidelines on limits of exposure to laser radiation of
wavelengths between 180 nm and 1,000 um; Health Physics, 2013
0 ICNIRP Guidelines on limits of exposure to incoherent visible and
Infrared radiation; Health Physics, 2013
o ICNIRP Guidelines for limiting exposure to time-varying electric

and magnetic fields (1 Hz — 100 kHz); Health Physics, 2010
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Rationale for re-evaluation

« Can weimprove our processes
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o Continuing goal

 Potential to link with World Health Organisation (WHO)

o0 ICNIRP Guidelines are used in majority of countries

o0 Some countries have difficulties using particular Guidelines if not
endorsed by WHO

o0 Explore WHO requirements for endorsement in light of current and

potential changes to ICNIRP processes
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Structure & ToRs
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Structure & ToRs

e Aims
o Determine method for ICNIRP Guidelines development, so as to
0 Meet requirements of WHO

o Enhance current methodology
o Radiation Protection

o Methodology (transparency, consistency)
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Comparison of ICNIRP & WHO Processes
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General Considerations

e No formalised ICNIRP method
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A WHO department decides to
produce a Guideline

Discussion of required elements
with GRC secretariat

Planning, scoping, needs
assessment

Guideline Development Group
(GDG) formation

Key question formulation
(PICO/PECO questions)

Planning, clearance submission

e |CNIRP

MC decides to produce a
Guideline

MC plans, scopes, & does needs
assessment

MC forms Project Group &
public consultation strategy

PG formulates and submits
planning proposal

Main Commission reviews

nnnnnnnnnnnnnnnn

o ICNIRP methods seen as appropriate, but not transparent

e Recommend
o Formalise ICNIRP methods

o Consistency across Guidelines

o Transparent approach
e Considerations

o0 Must ensure radiation protection is not sacrificed to method

o Method must allow flexibility as required

o Changes would require strong justification

PLANNING
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General Considerations

« WHO is a BIG organisation, which allows greater separation of
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function

O

O O O O O

WHO Technical Unit (WTU)
Guideline Review Committee (GRC)
Guideline Steering Group (GSG) 1
Guideline Development Group (GDG)
Systematic Review Team (SRT)

A WHO department decides to % MC decides to produce a
produce a Guideline — Guideline
Discussion of required elements @)
with GRC secretariat —
Planning, scoping, needs MC plans, scopes, & does needs
assessment assessment ©
=
Guideline Development Group MC forms Project Group & =
(GDG) formation public consultation strategy <ZE
a
Key question formulation PG formulates and submits
(PICO/PECO questions) planning proposal
Planning, clearance submission Main Commission reviews
{Aamiiad B O N |

Internal WHO Groups

- WHO Managed Groups

External Review Group (ERG)
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General Considerations

« WHO is a BIG organisation

= \\/HO

A WHO department decides to
produce a Guideline

Discussion of required elements
with GRC secretariat

Planning, scoping, needs
assessment

Guideline Development Group
(GDG) formation

Key question formulation
(PICO/PECO questions)

Planning, clearance submission
.......

o ICNIRP cannot achieve this level of separation

e Recommend
o No change
e Considerations

0 Reduces degree of ‘checks and balances’

o Maintains depth/continuity of knowledge across groups. For example

e |CNIRP

MC decides to produce a
Guideline

MC plans, scopes, & does needs
assessment

MC forms Project Group &
public consultation strategy

PG formulates and submits
planning proposal

Main Commission reviews

nnnnnnnnnnnnnnnn

o WHO GSG sets questions to be answered by the GDG, but this may

require ‘development’ from the GDG

o0 WHO GDG sets Guidelines, but GSG writes the guidelines

PLANNING
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Comparison of Methods

A WHO department decides to
produce a Guideline

Discussion of required elements
with GRC secretariat

MC decides to produce a
Guideline

Planning, scoping, needs
assessment

Guideline Development Group
(GDG]) formation

Key question formulation
(PICO/PECO questions)

Planning, clearance submission
(epub)

Guideline Review Committee
(GRC) approval for development

e |CNIRP

MC plans, scopes, & does needs
assessment

MC forms Project Group &
public consultation strategy

PG formulates and submits
planning proposal

Main Commission reviews
planning proposal

Main Commission approves
planning proposal

PLANNING

Recommend

e Main Commission takes on
Guidelines instigation process

Considerations

* Very similar to WHO

» Differs in that Guidelines are only
part of WHO duties, whereas
main function for ICNIRP

* ICNIRP has less need for extra
input (e.g. from GRC)

* Formalises current ICNIRP
function
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Comparison of Methods

A WHO department decides to
produce a Guideline

Discussion of required elements
with GRC secretariat

ICNIRP

MC decides to produce a
Guideline

Planning, scoping, needs

assessment
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Guideline Development Group
(GDG]) formation

Key question formulation
(PICO/PECO questions)

Planning, clearance submission
(epub)

Guideline Review Committee
(GRC) approval for development

MC plans, scopes, & does needs
assessment

MC forms Project Group &
public consultation strategy

PG formulates and submits
planning proposal

Main Commission reviews
planning proposal

Main Commission approves
planning proposal

PLANNING

Recommend

e Main Commission takes on
planning & oversight role

Considerations

* Very similar to WHO, but no
extra help required by MC

* Formalises current ICNIRP
function
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Comparison of Methods

A WHO department decides to
produce a Guideline

Discussion of required elements
with GRC secretariat

Planning, scoping, needs
assessment

Guideline Development Group

(GDG]) formation

Key question formulation
(PICO/PECO questions)

Planning, clearance submission
(epub)

Guideline Review Committee
(GRC) approval for development

ICNIRP

MC decides to produce a
Guideline

MC plans, scopes, & does needs
assessment

MC forms Project Group &
public consultation strategy

PG formulates and submits
planning proposal

Main Commission reviews
planning proposal

Main Commission approves
planning proposal

PLANNING

Recommend
 MC forms PG, including
» Demographic balance
* Guidelines expertise
 MC plans public consultation
strategy
Considerations
» Less separation of function than
WHO (overlap of PG and MC
membership)
o Guidelines rather than
Methodology expert
» Proactive consultation strategy in
place of external review group
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Comparison of Methods

A WHO department decides to
produce a Guideline

Discussion of required elements
with GRC secretariat

Planning, scoping, needs
assessment

Guideline Development Group
(GDG]) formation

Key question formulation

(PICO/PECO questions)

Planning, clearance submission
(epub)

Guideline Review Committee
(GRC) approval for development

e |CNIRP

MC decides to produce a
Guideline

MC plans, scopes, & does needs
assessment

MC forms Project Group &
public consultation strategy

PG formulates and submits
planning proposal

PLANNING

Main Commission reviews
planning proposal

Main Commission approves
planning proposal

Recommend

* PG submits planning proposal to
MC, including definition of
purpose of Guidelines

Considerations

* Focuses on specific purpose of
Guidelines, rather than requiring
specific format (e.g.
PICO/PECO)

* Formalisation of current ToRs
process
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Comparison of Methods

A WHO department decides to
produce a Guideline

Discussion of required elements
with GRC secretariat

Planning, scoping, needs
assessment

Guideline Development Group
(GDG]) formation

Key question formulation
(PICO/PECO questions)

e |CNIRP

MC decides to produce a
Guideline

MC plans, scopes, & does needs
assessment

MC forms Project Group &
public consultation strategy

PG formulates and submits
planning proposal

Planning, clearance submission
(epub)

Guideline Review Committee
(GRC) approval for development

Main Commission reviews
planning proposal

PLANNING

Main Commission approves
planning proposal

Recommend

* MC reviews PG proposal

Considerations

* Formalisation of current TORs
process
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Comparison of Methods

A WHO department decides to
produce a Guideline

Discussion of required elements
with GRC secretariat

Planning, scoping, needs
assessment

Guideline Development Group
(GDG]) formation

Key question formulation
(PICO/PECO questions)

Planning, clearance submission
(epub)

e |CNIRP

MC decides to produce a
Guideline

MC plans, scopes, & does needs
assessment

MC forms Project Group &
public consultation strategy

PG formulates and submits
planning proposal

Main Commission reviews
planning proposal

Guideline Review Committee
(GRC) approval for development

Main Commission approves
planning proposal

PLANNING

Recommend
 MC approves/rejects PG
proposal

Considerations
e Formalisation of current ToRs
process
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Comparison of Methods

% Evidence Retrieval / systematic D & NIRP evidence Recommend
; review - ticreview * ICNIRP liaise with WHO to
Evidence quality assessment / @) B Eyal et o i - conduct formalised evidence
oRALE - = retrieval (where possible)
Develop recommendation(s) PG develops E Considerations
using GRADE recommendation(s) g . Important not to require this
GSG drafts Guidelines _ o L:fl collaboration, as WHO will not
P PG drafts Guidelines document () ] L
always be in a position to
. MC conducts public collaborate
Conduct external peer review - ) )
consuifation  Allows internal ICNIRP review

where appropriate (may be
logistically necessary)
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Comparison of Methods

Evidence Retrieval / systematic
review

Evidence quality assessment /
GRADE

Develop recommendation(s)
using GRADE

GSG drafts Guidelines
document

Conduct external peer review

IRP

NIRP evidence

tic review

PG Evaluation of review

PG develops
recommendation(s)

PG drafts Guidelines document

MC conducts public
consultation

DEVELOPMENT

Recommend

PG provide ‘appropriate’
evaluation of the evidence
retrieval output

PG should not take into account
cost/benefit

Considerations

Allows evaluation method to
develop as part of the PG work
(important as NIR science is
rapidly changing, and we need to
be able to adapt with it)
Evaluation conducted by those
who will set the limits (less
iIndependence, but ensures
relevance to Guidelines)
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Evidence Retrieval / systematic
review

Evidence quality assessment /
GRADE

Develop recommendation(s)

using GRADE

GSG drafts Guidelines
document

Conduct external peer review

ICNIRP

Comparison of Methods

ematic review

PG Evaluation of review

PG develops
recommendation(s)

PG drafts Guidelines document

MC conducts public
consultation

DEVELOPMENT

Recommend

* PG provide limits based on
evaluation of evidence retrieval

Considerations

e Consistent with WHO

e Formalisation of current ICNIRP
procedure
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Comparison of Methods

NIRP evidence Recommend

| « PG draft Guidelines

Considerations

* Ensures that document is written
by those who understand it most
(the PG)

* Less separation of functions

Evidence Retrieval / systematic
review

Evidence quality assessment /

GRADE PG Evaluation of review

PG develops
recommendation(s)

Develop recommendation(s)
using GRADE

= \\/HO

¢ |CNIRP

GSG drafts Guidelines
document

QEVELOPMENT

PG drafts Guidelines document

MC conducts public

Conduct external peer review ;
consultation
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Comparison of Methods

Evidence Retrieval / systematic
review

Evidence quality assessment /
GRADE

Develop recommendation(s)
using GRADE

GSG drafts Guidelines
document

Conduct external peer review

e |CNIRP

NIRP evidence
tic review

PG Evaluation of review

PG develops
recommendation(s)

PG drafts Guidelines document

MC conducts public
consultation

DEVELOPMENT

Recommend

 MC conducts public consultation

Considerations

o Similar to WHO, except a formal
group is not used

e This is appropriate given that the
Intention is to get detailed
feedback, not to have a group
consensus as to the merits of the
document
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Comparison of Methods

GSG finalises document

PG finalises document, Incorp-
orating public consultation

e \\/HO

GRC reviews and approves
document

GSG finalises layout, proofreads

Publish

Dissemination, implementation,
evaluation

e |CNIRP

Main Commission reviews and
approves document

PG finalises layout, proofreads

Publish

MC disseminates, implements &
evaluates
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Recommend

* PG finalises draft, based on
public consultation

Considerations

* Ensures that limits are set by
those who understand the new
Guidelines best (the PG)

* Less separation of functions
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Comparison of Methods

GSG finalises document

PG finalises document, Incorp-
orating public consultation

GRC reviews and approves
document

Main Commission reviews and
approves document

GSG finalises layout, proofreads

Publish

Dissemination, implementation,
evaluation

e |CNIRP

PG finalises layout, proofreads

Publish

MC disseminates, implements &
evaluates
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Recommend

« MC reviews and approves draft
(as appropriate)

Considerations

» Although less separation of
functions, the GRC is an
administrative step to ensure
consistency with WHO rules,
rather than for separation of
function

 MC review provides additional
benefit (relative to GRC) as it has
NIR expertise
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Comparison of Methods

GSG finalises document

GRC reviews and approves
document

ICNIRP

PG finalises document, Incorp-
orating public consultation

Main Commission reviews and
approves document

GSG finalises layout, proofreads

Publish

Dissemination, implementation,
evaluation

PG finalises layout, proofreads

Publish

MC disseminates, implements &
evaluates
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Recommend

* PG takes responsibility for final
document

Considerations

« PG may be ‘too close’ to the
work to see some issues (e.g.
clarity)

PG would be better suited to see
other issues (e.g. substance)
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Comparison of Methods

GSG finalises document

GRC reviews and approves
document

GSG finalises layout, proofreads

Publish

ICNIRP

PG finalises document, Incorp-
orating public consultation

Main Commission reviews and
approves document

PG finalises layout, proofreads

Publish

Dissemination, implementation,
evaluation

MC disseminates, implements &
evaluates

=
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Recommend

e PG submit for publication

Considerations

*  WHO have specific requirements
as to the format of Guidelines
(e.g. section headings and size
of each)

* The appropriateness of these
prescriptions needs to be
evaluated by the PG
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Comparison of Methods

GSG finalises document

GRC reviews and approves
document

GSG finalises layout, proofreads

Publish

e |CNIRP

PG finalises document, Incorp-
orating public consultation

Main Commission reviews and
approves document

PG finalises layout, proofreads

Publish

Dissemination, implementation,
evaluation

MC disseminates, implements &
evaluates
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Recommend

 MC take role of dissemination,
iImplementation & evaluation
(where appropriate)

Considerations

* Not clear that ICNIRP should be
trying to persuade the use of its
Guidelines; the Guidelines PG
believed that ‘good science’
should be the only selling point

» Similarly, evaluation of success
of sales did not seem relevant
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Comparison of Methods

e Overall, the Project Group

o0 saw great merit in formalising the current ICNIRP procedure

o0 saw strong commonality between the current ICNIRP procedure and the
WHO requirements (for all important steps)

0 provided recommendations for an ICNIRP Guidelines Development
Methodology that is similar, but potentially an improvement to the WHO
Guideline Development requirements
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Comparison of Methods

e Main Differences

o ICNIRP would have restricted separation of functions (tasks
divided between MC and PG, as opposed to the WHO'’s 6 groups)
o0 Necessary restriction given ICNIRP’s size
0 In most cases we see this as a strength (e.g. those evaluating the
literature also set the limits)
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Comparison of Methods

 Main Differences
o ICNIRP would not engage the community and
stakeholder input until late in the process (to check
for problems and provide improvements to the
Guidelines), whereas WHO involves these inputs at

the start (to influence the process itself)
o The PG values criticism, but does not believe that
‘early’ input would improve the science of radiation

safety (and may hinder it)
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Comparison of Methods

 Main Differences
o ICNIRP would have greater focus on technical expertise, whereas
for the WHO, “technical expertise in a guideline’s subject
area...should not dominate the group [i.e. GDG]”
o The PG believes that technical expertise is the most important factor
o ICNIRP would not provide the cost/benefit analysis, but would stick
to the ‘science’ of radiation safety
o The PG believes that it is best for National Authorities to deal with
cost/benefit, and that dealing with the evaluative side would weaken

the scientific message
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Adoption of ICNIRP's Guidelines by WHO?

e Not Possible

0 Substantial discussion occurred regarding how much ICNIRP could
alter its methods to accommodate WHO requirements, in order to
have ICNIRP Guidelines adopted by WHO

o BUT, in essence, WHO requires their whole method to be adopted
(including a lot of the work to be done by the WHO and WHO-designated
groups, rather than by ICNIRP)

""\:J, World Health
(X3 Organization

---;-q--—
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Joint ICNIRP/WHOQO Guidelines?

e Not Possible

o0 Substantial discussion occurred regarding potential joint Guidelines
o BUT, as per the previous slide, WHO would require their whole method
to be jointly adopted

""\:J, World Health
(X3 Organization

---;-q--—
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Why not adopt WHO procedures in toto?

o Different purposes
« WHO includes representation of population, opinions, practicality,
value judgements etc
 ICNIRP tries to be separate from values, and focus on the science
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Why not adopt WHO procedures in toto?

 Not clear what the role of ICNIRP would be?
 ICNIRP would lose ability to take responsibility for appropriate
radiation safety
 Perhaps valuable ‘in addition to’ ICNIRP Guidelines
 To develop a politically acceptable set of limits based on
ICNIRP Guidelines, where the science is not the sole arbiter
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SUMMARY

o Useful to systematise ICNIRP Guidelines so long as
the science is not lost (consistency & transparency)

e Useful to make Guidelines suitable for WHO, BUT not
currently possible

e PG recommends that ICNIRP adopt the above ICNIRP
Guideline method (regardless of WHO-adoptability)



