Appendix G: Procedures and Guidelines for the
Use of AOAC Voluntary Consensus Standards to
Evaluate Characteristics of a Method of Analysis

Expert Review Panels, Official Methods Board,
First and Final Action Official MethodssM

In early 2011, an AOAC Presidential Task Force recommended
that AOAC use Expert review panels (ERPSs) to assess candidate
methods against standard method performance requirements
(SMPRs) to ensure that adopted First Action Official Methodss™
are fit for purpose.

Formation of an ERP

AOAC ERPs are authorized to adopt candidate methods as
First Action Official Methods and to recommend adoption of these
methods to Final Action Official Methods status. Scientists are
recruited to serve on ERPs by a variety of ways. Normally, a call for
experts is published at the same time as a call for methods is posted.
Interested scientists are invited to submit their curriculum vitae
(CV) for consideration. Advisory panel, stakeholder panel, and
working group members may make recommendations to AOAC for
ERP members. All CVs are reviewed and evaluated for expertise
by the AOAC Chief Scientific Officer (CSO). The CVs and CSO
evaluations are forwarded to the OMB for formal review. Both the
CSO and OMB strive to ensure that the composition of a proposed
ERP is both qualified and represent the various stakeholder groups.
The recommended ERP members are submitted to the AOAC
president who then appoints the ERP members.

Review of Methods

Methods submitted to AOAC in response to a call for methods
are collected and compiled by AOAC staff. The AOAC CSO and
working group chair perform a preliminary review of the methods
and classify them into three categories: (1) fully developed and
written methods that appear to meet SMPRs; (2) fully developed
and written methods that may or may not meet SMPRs; and
(3) incomplete methods with no performance data. Method
submitters are apprised of the evaluation of their methods. Method
developers with submissions that are classified as Category 2 or 3
are encouraged to provide additional information if available. A list
of all the submitted methods and their classifications are posted for
public review.

Usually, two ERP members (sometimes more) are assigned to
lead the review of each Category 1 method. An ERP meeting is
convened to review the methods. ERP meetings are open to all
interested parties, and are usually well-attended events with about
50-60 attendees common. Each Category 1 method is reviewed and
discussed by the ERP. If stakeholders have designated the method
to be a dispute resolution method (as stated in the SMPR), then
the ERP is asked to identify the single best candidate method to be
adopted as a First Action Official Method. If the SMPR does not
specify the need for a dispute resolution method, then the ERP may
choose to adopt all methods that meet the SMPRs, or may choose
to adopt the single best method in their collective, expert opinion.

In addition, an ERP may choose to require changes to a candidate
method as part of its First Action adoption and/or identify issues

that are required to be resolved prior to adoption as a Final Action
Official Method.

Methods adopted by an ERP as First Action Official Methods
may not be in AOAC Official Methods format. Method developers/
authors are asked to assist AOAC to rewrite the method and
accompanying manuscript into an AOAC-acceptable format.

Two-Year First Action Evaluation Period

Under the new pathway, a method may be designated as a First
Action Official Method based on the collective judgment of an
ERP. Official Methods remain as First Action for a period of about
2 years. During the First Action period, the method will be used in
laboratories, and method users will be asked to provide feedback
on the performance of the method.

As previously described, two (or more) ERP members are assigned
to lead the review of candidate methods for adoption as First Action
Official Methods. After a method has been adopted as First Action, these
lead reviewers are expected to keep track of the use of and experience
with the First Action Official Method. At the conclusion of the 2-year
evaluation period, one or both of the lead reviewers will report back to
the ERP on the experience of the First Action Official Method.

The presiding ERP will monitor the performance of the method,
and, at the completion of the 2-year First Action evaluation period,
determine whether the method should be recommended to the
OMB for adoption as an AOAC Final Action Official Method.

It is also possible that First Action Official Methods are not
recommended for Final Action. There are two possibilities for
an ERP to decide not to proceed with a First Action method:
(1) feedback from method users indicates that a First Action method
is not performing as well in the field as was expected; or (2) another
method with better performance characteristics has been developed
and reviewed. In either case, the ERP may choose to repeal the First
Action status of a method.

OMB Review

The OMB will review all methods recommended for Final Action
or repeal by the ERP, and will consider a number of factors in their
decision. A guidance document for factors to consider is provided on the
AOAC website at http://www.aoac.org/vmeth/OMB_ERP_Guidance.
pdf. Some of the factors identified by the guidance document for OMB
consideration are (1) feedback from method users, (2) comparison to
the appropriate SMPR, (3) results from single-laboratory validation,
(4) reproducibility/uncertainty and probability of detection,
(5) availability of reference materials, and (6) safety concerns.

Conclusion

The new pathway to Official Methods™ is deliberately designed
to avoid creation of elaborate review systems. The intent of the
model is for method experts to use their scientific knowledge,
experience, and good judgment to identify and adopt the best
methods possible for the analytical need.
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These methods are then published as First Action Official
Methods, and used by analysts while additional information about
the method is collected.

Method reviewers may consider other forms of information in
lieu of the traditional collaborative study to demonstrate method
reproducibility.

Additional Information

Coates, S. (2012) “Alternative Pathway,” Inside Laboratory
Management 16(3), pp 10-12

Expert Review Panels, Policies and Procedures, AOAC
INTERNATIONAL, http://www.aoac.org/News/EXPERT%20
REVIEW%20PANELS%20final%?20revision.pdf

Standard Format and Guidance for AOAC Standard Method
Performance  Requirement (SMPR) Documents, AOAC
INTERNATIONAL, http://www.aoac.org/ISPAM/pdf/3.5%20
SMPR%20Guideline%20v12.1.pdf

Guidance Documents

Requirements for First Action Official MethodsS" Status

See Figure 1 for process flowchart.

Expert Review Panels

(1) Supported by relevant stakeholders.

(2) Constituted solely for the ERP purpose, not for SMPR
purposes or as an extension of an SMPR.

(3) Consist of a minimum of seven members representing a
balance of key stakeholders. A quorum is the presence of seven
members or 2/3 of total vetted ERP membership, whichever is
greater.

(4) ERP constituency must be approved by the OMB.

(5) Hold transparent public meetings only.

(6) Remain in force as long as method in First Action status.

First Action Official MethodS" Status Decision

(1) Must be made by an ERP constituted or reinstated post
March 28, 2011 for First Action Official Method™ status approval.

(2) Must be made by an ERP vetted for First Action Official
Method*™ status purposes by OMB post March 28, 2011.

(3) Method adopted by ERP must perform adequately against
the SMPR set forth by the stakeholders.

(4) Method must be adopted by unanimous decision of ERP
on first ballot. If not unanimous, negative votes must delineate
scientific reasons.

(5) Negative voter(s) can be overridden by 2/3 of voting ERP
members after due consideration.

(6) Method becomes Official First Action on date when ERP
decision is made.

(7) Methods to be drafted into AOAC format by aknowledgeable
AOAC staff member or designee in collaboration with the ERP and
method author.

(8) Report of First Action Official Method™ status decision
complete with ERP report regarding decision, including scientific
background (references, etc.), to be published concurrently with
method in traditional AOAC publication venues.
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Figure 1. Summary of standards development
through Official Methods of Analysis.

Method in First Action Status and Transitioning to Final Action
Status

(1) Further data indicative of adequate method reproducibility
(between laboratory) performance to be collected. Data may be
collected via a collaborative study or by proficiency or other testing
data of similar magnitude.

(2) Two years maximum transition time [additional year(s) if
ERP determines a relevant collaborative study or proficiency or
other data collection is in progress].

(3) Method removed from Official First Action and OMA if no
evidence of method use available at the end of the transition time.

(4) Method removed from Official First Action and OMA if no
data indicative of adequate method reproducibility is forthcoming
as outlined above at the end of the transition time.

(5) ERP to recommend method to Final Action Official status
to the OMB.

(6) OMB decision on First to Final Action status.

These guidance documents were approved by the AOAC Board
of Directors on May 25, 2011. Revised in February 2014 to include
the definition of a quorum under the section Expert Review Panels,
item (3).
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First Action to Final Action Methods:
Guidance for AOAC Expert Review Panels

In December 2011, the Official Methods Board (OMB) approved
a guidance document for ERPs to support their work as they
deliberate on methods, adopt methods as Official First Action,
and, subsequently, track method usage and performance between
First Action status and Final Action consideration. The guideline is
based on parameters of a method that the OMB will consider when
deliberating on methods recommended for Final Action status.
ERPs are to use this guideline in their deliberations.

ERPs working within the AOAC process may recommend a
First Action status method be elevated to Final Action status. Such
a recommendation leverages the ERP’s high level of expertise
supported by data from the initial evaluation, and results from the
subsequent 2-year method performance evaluation period.

The OMB receives the recommendation with supporting
documentation, and determines if Final Action status is warranted.
OMB’s review verifies the method process was conducted in
compliance with the guidelines and protocols of the Association.

For transparency and to expedite the review process, the main
arecas OMB will review when evaluating ERP recommendations to
promote methods to Final Action are listed below. Documentation
of the areas listed below will also increase confidence in method
performance and assist users to properly and safely perform the
methods at their locations.

A. Method Applicability

(a) A method’s applicability to the identified stakeholder needs
is best assessed by the stakeholder panel and should be a part of
the process from the onset. OMB liaisons will remind stakeholder
panels to maintain this focus point.

(b) OMB may ask ERPs and stakeholder panels for feedback to
improve the applicability of the method, such as potential method
scope expansions and potential points of concern.

B. Safety Concerns

(a) A safety review must be performed for a method to be
recognized as First Action.

(b) All safety concerns identified during the 2-year evaluation
period must be addressed.

(¢) Guidance and support can be obtained from the AOAC
Safety Committee.

C. Reference Materials
(a) Document efforts undertaken to locate reference materials.

Methods may still progress to Final Action even if reference
materials are not available.

(b) Guidance and support can be obtained from the AOAC
Technical Division on Reference Materials.

D. Single-Laboratory Validation

(a) Data
repeatability, LOD/LOQ, and matrix scope must be present.

demonstrating  response linearity, accuracy,
Experimental designs to collect this data may vary with the method
protocol and the intended use of the method.

(b) Resources can be identified by the AOAC Statistics

Committee.

E. Reproducibility/Uncertainty and Probability of Detection

(a) For quantitative methods, data demonstrating reproducibility
and uncertainty must be present. Experimental designs to collect
this data may vary with the method protocol, available laboratories,
and the intended use of the method (i.e., collaborative studies,
proficiency testing, etc.).

(b) For qualitative methods, data must be present demonstrating
the probability of detection at specified concentration levels as
defined by the SMPR. Experimental designs to collect this data
may vary with the method protocol, available laboratories, and the
intended use of the method.

(¢) Guidance and support can be obtained from the AOAC
Statistics Committee.

F. Comparison to SMPR

(a) Document method performance versus SMPR criteria. Note
which SMPR criteria are met. For SMPR criteria not met, the ERP
documents the reasoning why the method is still acceptable.

(b) Data is present to assure the matrix and analyte scopes are
covered. This is critical for methods used for dispute resolutions.

G. Feedback from Users of Method

(a) Document positive and negative feedback from users of the
method during the trial period.

(b) Feedback from users demonstrating method ruggedness
should be documented.

(¢) Assess the future availability of vital equipment, reference
materials, and supplies.

H. ERP Recommendations to Repeal First Action Methods

Recommendations to repeal First Action methods shall be
accompanied with detailed reasons for the decision.

The First to Final Action guidance for ERPs was approved by the
OMB in December 2011 and effective as of February 1, 2012.
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