Significant Changes and Response to Comments Received to the 17th edition of Standards for Relationship Testing Laboratories

Please note that public comments that were submitted address the proposed 17th edition of Standards for Relationship Testing Laboratories (RT Standards), and
not the final version. The Relationship Testing Standards Committee has elected to make the substance of public comments that were submitted a part of this
document. Guidance that appears with the 17th edition of RT Standards in the Standards Portal provides a more in-depth look at the additions, deletions and
changes and the rationales behind those decisions that appear below.

Standard Significant | Comment Change made? Outcome

Change

(SC)/Resp

onse to

Comment

(RtC)
1.1.5(2.2), | SC NA NA The committee elected to move former standards
1.1.5.1 2.2 and 2.2.1 to appear as standards 1.1.5 and
(2.2.1) 1.1.5.1 in the 17" edition. The content of the

standards have not changed, however, the
committee felt that the standards better fit under
the Laboratory Director Qualifications and
Responsibilities section.

1.4.2 (New) | SC NA NA Standard 1.4.2 is new to the 17th edition and
was added for completeness to include risk
assessment and mitigation strategies. This
standard ensures that accredited organizations
have plans in place to identify threats associated
with sample integrity and the infrastructure of
the technology and communication systems.

1.9,1.9.1 SC NA NA Standards 1.9 and 1.9.1 are new to the 17%
(New) edition and were added for completeness. These
standards have been added to other AABB
standards as well. This ensures that there is clear
communication between AABB and all
accredited laboratories in cases where an event
has occurred that has impacted their
accreditation status.
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33.1
(3.5.1.4)

SC

NA

NA

Standard 3.3.1 (previously 3.5.1.4) has been
moved to appear under the “Use of Equipment”
standard. The content of the standard has not
changed.

3.5.4.1
(New)

SC

NA

NA

New standard 3.5.4.1 was added to the 17
edition for clarity. The standard clarifies what
has to occur if a singular piece of equipment
cannot be identified as the cause of the
nonconformance.

This standard is also being incorporated into all
other sets of AABB Standards that follow the
release of the 17™ edition of Standards for

Relationship Testing Laboratories.

3.6
(deleted)

SC

NA

NA

Based on a review of chapter 3, the RT SC
determined that standard 3.6 was redundant to
many standards in chapter 3, specifically the 3.5
thread as well as standard 6.2.2 in chapter 6.

3.7(10.1.3)

SC

NA

NA

The concept of standard 3.7 previously appeared
as a part of standard 10.1.3. The committee
edited the standard to mirror language that will
be appearing all sets of AABB Standards as of
the issuance of the 12th edition of Standards for
Cellular Therapy Services.

This standard ensures that ensure that all
laboratories monitor their critical technology
infrastructure and that they function as expected.
This standard requires that there are defined
checks to monitor that technology is working as
intended and expected.

3.7(10.1.3)

RtC

Current Standard 3 defines "critical equipment/materials/tasks"; will the terms
"technology/communication infrastructures" simply be added to this
definition? Will a separate definition or Guidance be provided to distinguish
tech/comm from information systems and critical equipment, for which
standards already exist and programs are already required?

The committee noted this comment but did not
feel that a change was needed at this time. The
committee points out that the definition and
while it does not specifically use the terms
suggested, it is implied.

4.2.3.1,#4

SC

NA

NA

The committee edited subnumber 4 of standard
4.2.3.1 for clarity. The term “appropriate” was
deleted from the standard as it was noted that it
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is difficult to assess said term.

The committee also added a crossreference to
standard 6.5 to ensure that users refer back to the
standard that is focused on promotional
materials.

423.1.1 SC NA NA Standard 4.2.3.1.1 previously appeared as

(4.2.3.1, subnumber 6 of standard 4.2.3.1. Based on

#6) feedback from the community, the committee
agreed that this standard should appear as a
stand alone. Along with the movement of the
content, the committee replaced the term
“testing” as it was deemed too limiting in scope.
The committee added a parenthetical after
“activities” to include “scheduling, collection,
testing and reporting.”

4.2.3.1.2, RtC Suggest new standards to go with this standard: No The committee noted this comment but did not

42313 4.2.3.1.2 Under no circumstances should a third party be involved in feel that a change was needed at this time. The

(Proposed the process of selecting a lab, scheduling the appointment. committee feels that the suggested additions

bya 4.2.3.1.3 Non-Immigration Legal cases shall be advertised as Legal have been addressed p rev1o'us¥y and are

commenter) Tests, but not as a test approved for US Immigration. currently covered by the existing standards.
To address the content of the comment, the

Rationale: committee added new standard 4.2.3.1.1.1 for

Alternative wording for 4.2.3.1.2 (derived from the presentations by the AABB
Director, Relation Testing and Forensics for the 12th Ed):

Immigration shall not be advertised as direct to consumer service. Potential
clients shall be instructed to contact an AABB accredited facility to initiate
their case https://aabb.org/dna

COMMENTS:

As the Lab Director of an AABB-accredited laboratory committed to
upholding U.S. Department of State (USDOS) and U.S. Citizenship and
Immigration Services (USCIS) regulations, I urgently call for revision of the
proposed verbiage for RT Std 4.2.3.1.1 in the 17th Edition. This standard, in its
current form, would literally cement a role for third parties (both domestically
and internationally) to advertise, prospect, resell, and schedule US Immigration
DNA testing on behalf of an AABB Accredited Facility.

For years, the practice of non-accredited third-party administrators (TPAs)
initiating US Immigration DNA testing cases—a practice explicitly prohibited
by USDOS and USCIS—has gone unchecked under this loophole. Federal

completeness. Please see the row below.
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guidelines, detailed in the Foreign Affairs Manual (https://fam.state.gov/) and
USCIS Policy

Manual (https://www.uscis.gov/policy-manual and
https://www.uscis.gov/sites/default/files/document/policymanual-afm/afm21-
external.pdf ), require AABB-accredited laboratories to exclusively manage all
aspects of US Immigration DNA testing, from initiation to completion. This
directive further stipulates in clause 9FAM 601.11-1(A)b:

“Under no circumstances should a third party be involved in the process of
selecting a lab, scheduling the appointment.”

Section 9 FAM 601.11-1(A)b is currently available for public view at:
https://travel.state.gov/content/travel/en/us-visas/immigrate/family-
immigration/dna-relationship-testingprocedures.html

and,
https://travel.state.gov/content/travel/en/legal/travel-legal-considerations/us-
citizenship/US-Citizenship-DNATesting.html ,

which published this version:

“Do not use a third party to choose the lab or make other arrangements.”
Despite repeated submissions to the Standards Committee of verbiage that
aligns with 9FAM 601.11-1(A)b, these concerns have been dismissed with
unsubstantiated excuses, such as the claim under the 16th Edition that
USDOS/USCIS policies exclude non-governmental organizations (NGOs).
This misrepresentation sidesteps the core issue: non-accredited TPAs
prospecting, scheduling, and reselling immigration cases, which directly
violates USCIS and USDOS policies. The submission for the 16th Ed elegantly
clarifies USDOS/USCIS policies, emphasizing the prohibition on non-
accredited TPAs and the need for accredited laboratories to control the entire
process (refer to the Response to Comments for the 16th Ed document). It also
addressed the fact that the role of AABB does not and cannot include
regulating non-accredited TPAs. Instead, AABB’s regulatory role is on AABB
accredited labs who allow this activity to occur without processes in place to
prevent TPA’s engaging in inappropriate activities. RT Lab Director(s) are
fully responsible for the entire RT Program under their AABB Accreditation
Program and agree to adhere to standards as written, to ensure continued
AABB accreditation in good standing. The trend analysis from edition to
edition indicates that the above-referenced clause (or equivalent verbiage) was
omitted on purpose to allow a role by non-accredited TPAs (domestically and
internationally) to prospect, resell, and schedule US Immigration cases on
behalf of AABB Accredited labs that has refused to adhere to USDOS/USCIS.
This would also raise the question: on what grounds did AABB exercise
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enforcement on small-private laboratories, omitting such enforcement on
particular larger commercial laboratories.

Furthermore, the U.S. Citizenship and Immigration Services (USCIS) and the
U.S. Department of State (USDOS) do not accept unsolicited DNA test results.
DNA testing for U.S. immigration purposes must be

initiated at the suggestion of USCIS or USDOS, typically in response to a
Request for Evidence (RFE). Tests conducted outside this framework cannot
be referred to as U.S. immigration DNA tests. Instead, they must be classified
as either Personal tests or Legal tests, with no reference to U.S. immigration
processes. This ensures that only tests meeting the stringent requirements of
USCIS and USDOS are used in immigration case adjudications.

Given these requirements, I am deeply concerned about proposals that may
allow non-accredited TPAs to market DNA tests to the vulnerable immigration
population. Such tests carry no legal weight in U.S. immigration proceedings.
Permitting non-accredited TPAs to offer these services risks misleading and
exploiting individuals who may be unaware of the specific requirements for
immigration-related DNA testing. These vulnerable populations, often
navigating complex and high-stakes immigration processes, may be led to
believe that such tests can support their cases, when in fact they are invalid for
immigration purposes.

I urge the AABB Relationship Testing Standards Committee to maintain
rigorous accreditation standards for all entities involved in DNA testing for
U.S. immigration purposes and to explicitly address the risks posed by
nonaccredited TPAs. The verbiage I am proposing for RT Stds 4.2.3.1.1,
4.2.3.1.2 and 4.2.3.1.3 for the 17" Edition Standards aligns with
USDOS/USCIS requirements that explicitly prohibit non-accredited TPAs
from any involvement in U.S. immigration DNA testing.

The AABB must uphold its role as an impartial accreditation body by
protecting the integrity of immigration DNA testing and supporting compliant
laboratories. Failure to act risks further enabling fraud, harming immigrant
applicants, and eroding public trust. All I am asking is that the RTSC faithfully
codify a Federal Agency's requirement, which the AABB is tasked with
enforcing in its Assessment/Auditing services and to which the AABB

Accredited Labs are required to adhere.

423.1.1.1
(New)

RTC/SC

NA

NA

New standard 4.2.3.1.1.1 was added to the
edition for clarity. Based on feedback received,
the committee elected to add this standard to
ensure that accredited laboratories only accept
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cases that meet their existing agreements with
third party administrators.

44.1
(4.4.1.1)

SC

NA

NA

Standard 4.4.1, previously appeared as standard
4.4.1.1, however, the committee noted the
standard should appear as a stand alone and not
as a subset.

5.1.6.1
(New)

SC

NA

NA

New standard 5.1.6.1 was created with the
understanding that it is common practice to
validate reduced volume amplification reactions,
and that to do so a laboratory would need to not
follow the manufacturer’s written instructions
provided. The concept behind this standard
previously appeared as a part of the guidance to
standard 5.1.2.

5.1.8.1
(4.6)

SC

NA

NA

Standard 5.1.8.1 is not new to the edition, they
previously appeared as standards 4.6. The
thought was that standards focused on
traceability should appear in the identification.

5.1.8.2
(New)

SC

NA

NA

New standard 5.1.8.2 has been added to the
edition for completeness. The standard ensures
that all accredited laboratories have a policy to
mitigate the risk of fraud and loss of sample
integrity.

5.1.83
4.6.1)

SC

NA

NA

Standard 5.1.8.3 has been edited to ensure that
organizations define who they are required to
respond to as it relates to altered or fabricated
documents, whether that be USCIS, tested
parties, or other governmental agencies. The
decision to remove the term “respond” as it
could imply that every case that an action needs
to occur which is not the case.

5.1.83
4.6.1)

RtC

If fraudulent IDs and government paperwork are added to the documents that
the organization is responsible to evaluate, will training and/or resources be
made available to support this task? Checking expiration dates and comparing
presented IDs to the appearance of the test participant is easy enough, but
recognizing false IDs and/or paperwork is not an area of expertise of our

Yes

The committee agreed with the intent of the
comment and added the clause “...have a policy
to...” to ensure that accredited laboratories have
a facility defined process to take action to the
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technical, administrative, or support staff. Is this a current element of collector
training, or will the State Department/USCIS provide resource support for the
inclusion of this standard?

receipt of potentially altered or fabricated
documents.

5.1.10.1

,#2 | SC

NA

NA

Subnumber 2 of standard 5.1.10.1 has been
edited for clarity. The genesis of the change was
based on a request for clarification received to
the 16" edition of RT Standards. The main
change is replacing “blinded cases” for
“questioned relationships” which better reflects
the current terminology used in the field.

5.1.10.2

SC

NA

NA

The term “...or genotypes” has been added to
standard 5.1.10.2 for completeness.

5.1.10.4
#1,2

R SC

NA

NA

Subnumbers 1 and 2 have been edited to change
testing requirements from monthly to quarterly
to mirror current practice. This also reflects that
a monthly basis of testing is difficult due to the
quantity of samples available to test.

5.1.104

RtC

Is there a rationale for the differences in timing between 1) and 2)—every 3
months versus 3)—every 4 months?

No

At the outset, monthly testing was deemed
important to self police to ensure quality. The
committee elected to change the monthly
requirement to quarterly. For in house tests there
is a need that more frequent validation would be
appropriate.

Sample exchanges, like proficiency testing, is
required only three times a year.

5.1.10.5, SC

#1,2

NA

NA

Subnumbers 1 and 2 have been edited to change
testing requirements from monthly to quarterly.
This reflects that a monthly basis of testing is
difficult due to the quantity of samples available
to test.

5.1.10.6
(New)

SC

NA

NA

New standard 5.1.10.6 was added to the 17"
edition for completeness. With the creation of
standards related to “nontraditional” relationship
testing in the 16" edition, the committee felt it
important to add a standard focused on
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nontraditional relationship testing as it relates to
formal graded proficiency testing.

The set up mirrors the style of standards 5.1.10.4
and 5.1.10.5.

5.1.12.2, SC NA NA New standards 5.1.12.2 —5.1.12.2.1.1 for have
5.1.12.2.1, been added to the 17" edition for completeness.
5.1.12.2.1.1 The addition of the standards are based on
(New) elements from the FBI Quality Assurance
Standards. Including these elements as a part of
the privacy and confidentiality section ensures
that accredited organizations return or dispose of
samples and work products in a manner that
ensures traceability of the chain of custody.
5.1.12.1 RtC Parent standard 5.1.12 addresses privacy and confidentiality, and 5.1.12.1 No It was noted documentation would not be
(New) requirements for the release of results, samples, or profiles, so I see the parallel required by the standard as written for each
in 5.1.12.2 requiring a policy for final disposition of sample & work product. sample, and that should be defined in fact by the
The reference to "traceability of the chain of custody" in relation to "return OR g;llgzswmt works for them based on their
DISPOS[{AL] 0f" sample§ an‘d w01ik prod'ucts" (.my emphasis) 1n the. explanation The facility definition in this case would
of the revision, in combination with the inclusion of "traceability" in determine the way forward for the facility in
5.1.12.2.1.1, implies to me that laboratories may be required to document question.
destruction of individual samples and/or work products. I can see requiring
COC for return/release of samples and work products from the laboratory, but
requiring COC for destruction (and presumably storage in between?) of
"samples AND work products" (my emphasis again, from the explanation) is a
pretty significant escalation of current records requirements for standard
relationship testing samples. If that is not the intent of the proposed standards,
then perhaps a rearrangement of 5.1.12.2.1.1 to "This shall include determining
requirements for final disposition of a sample and/or a work product, and for
traceability of any returned sample and/or work product" would be more
explicit.
5.2.1.1 SC NA NA New standard 5.2.1.1 was added to the 17%
(New) edition for completeness. The addition of this

standard recognizes that there are instances
where an individual’s provided sample can be
used for something other than determination of
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relationship, such as research or other studies
and that the individual is informed thereof.

52.1.2
(New)

SC

NA

NA

New standard 5.2.1.2 was added to the 17
edition to continue the expansion of the
Standards into the genetic genealogy space. This
standard ensures that accredited organizations
that are collecting samples that could be used for
law enforcement purposes must have a separate
consent form for potentially tested parties to
ensure that they are aware of that, and how this
affects their personal data privacy.

5.2.1.2.1
(New)

SC

NA

NA

New standard 5.2.1.2.1 was added for
completeness to the 17" edition. The addition of
the standard that ensures that laboratories using
publicly accessible databases, do so under the
agreement of the terms of service that exist at
that time. This provides coverage to the user
concerning privacy requirements that are
required to be followed.

5224

SC

NA

NA

Standard 5.2.2.4 has been edited to ensure that it
remains parallel to the content in chapter 4,
Suppliers and Customers. The addition included
states “...adjudicated by an agency of...”

5232

SC

NA

NA

Standard 5.2.3.2 has been edited for clarity and

brevity. The element “-autherity-accompanying
a-miner-orlegally-incompetentadult.” that

previously appeared in the standard has been
replaced with “legal representative”. This has
not changed the intent of the standard.

5233

SC

NA

NA

Standard 5.2.3.3 has been edited to better mirror

the current practice in the relationship testing
field.

5235

SC

NA

NA

Standard 5.2.3.5 has been edited to ensure that it
remains parallel to the content in chapter 4,
Suppliers and Customers. The addition included
states “...adjudicated by an agency of...”

524.1.1

SC

NA

NA

Standard 5.2.4.1.1 has been edited for clarity
and brevity. The intent of the standard has not
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changed. In conjunction with the replacement of
“minor or legally incompetent adult” with
“tested person”, the committee created a new
definition for “tested person.”

5242

SC

NA

NA

Standard 5.2.4.2 has been edited for clarity and
to reflect the current practice of the community.
The addition of the term “self declared” for
tested parties should provide a benefit to
member organizations. The intent of the
standard however, has not changed.

5.2.4.7

SC

NA

NA

Standard 5.2.4.7 has been edited for clarity and
brevity. The intent of the standard has not
changed. The edits to the standard mirror
changes to standard 5.2.4.1.1.

524.7.1

SC

NA

NA

Standard 5.2.4.7.1 has been edited to ensure that
it remains parallel to the content in chapter 4,
Suppliers and Customers. The addition included
states “...adjudicated by an agency of...”

5.2.5.1
(New)

SC

NA

NA

New standard 5.2.5.1 has been added to the 17%
edition under the “Special Circumstances”
section. This ensures that the Standards cover
activities where samples are obtained in a
manner different than what is required by
standards 5.2 through 5.2.4.7.

5.2.5.1
(New)

RtC

I am unclear on what is meant by "an evaluation of... accreditation status" in
this standard. Accreditation status of the sample/test (i.e., whether it will be
considered an accredited test or non-chain of custody)? Accreditation status of
the provider? If the latter, will there be Guidance on which accreditation(s)
may be appropriate for providers of these types of samples (e.g., prenatal
sample, coroners, and law enforcement agencies are cited as examples in
current 5.2.5)?

Yes

The committee reviewed this comment and as a
result, added the term “the provider’s” to the
standard before the terms “accreditation status”

5252
(New)

SC

NA

NA

Standard 5.2.5.2 is new to the edition and was
added to ensure that reports created for genetic
genealogy cases that have profiles obtained from
the publicly available space where identity is not
verified are identified as such in a clear manner.
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5252 RtC Can AABB clarify this standard, particularly ‘all profiles’ and ‘where identity | No The committee reviewed this comment but did
(New) has not been verified’? Does this mean a lab/genealogist must somehow obtain not feel that a change was needed at this time.
the profile of any genetic genealogical database match, regardless if vetted as a The committee notes that much of the
true match and/or the true identity of the match determined? Does ‘profile’ information included in the database are not
mean their SNP data (which is not available or downloaded from the known in terms of privacy concerns. If a
databases)? How are privacy concerns to be addressed for persons in a publicly laboratory chooses to use publicly available
available database? profiles it is the laboratory’s responsibility to
state that they cannot verify its providence.
5252 RtC This is too vague, non-specific, and frankly does not work for consumer Yes The committee noted this comment and based
(New) genealogy databases. Is the meaning that all non-verified profiles are provided on the feedback the committee added a
with each use (Query of an unknown profile against the entire requirement that all laboratories have a policy to
database)? Many of these profiles may be under alias and self-declared. More note that the use of unverified profiles was
description is necessary. included in the final report issued.
53.1,#1,2, | SC NA NA For clarity, the committee added the term “short
3 tandem repeat (STR) markers” to the
introduction sentence of the standard.
With this change, the committee added “STR
markers” after “autosomal” in subnumbers 1 — 3.
53.1#4 SC NA NA Subnumber 4 is new to the edition and was
(New) included for completeness recognizing that
the where appropriate, “nontraditional
testing methods” need to be included in the
edition. This ensures parallel construction
of language throughout the edition.
5.3.1,#4 RtC Regarding 5.3.1 4), there is a concern about performing SNP testing (cM/ Yes The committee agreed with the intent of the
(New) segment based) on cases in which no STR profile is available for later comment and as a result the committee created
comparison at least for the forensic community. This is due to adherence to the new standard 5.3.1.1. This is discussed below.
US Department of Justice’s Interim Policy on Forensic Genetic Genealogical
DNA Analysis and Searching
(https://www.justice.gov/olp/page/file/1204386/dl). Is there a concern about an
AABB accredited laboratory processing a forensic sample for which there is
no STR profile?
5.3.1.1 SC NA NA New standard 5.3.1.1 was created to close a loop
(New) where SNP testing is performed on cases where

an STR is not available. This standard does
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comply with existing US DOJ policies on
forensic genetic genealogy.

532

SC

NA

NA

In conjunction with the addition of “STR” to
standard 5.3.1, the term “STR” has been added
to standard 5.3.2 for parallel construction
purposes.

533

SC

NA

NA

In conjunction with the addition of “STR” to
standard 5.3.1, the term “STR” has been added
to standard 5.3.3 for parallel construction
purposes.

53.4
(5.3.5)

SC

NA

NA

Standard 5.3.4 previously appeared as standard
5.3.5 but was reordered to ensure that the proper
workflow was followed.

535
(5.3.4)

SC

NA

NA

The committee edited standard 5.3.5 to mirror
the current practice in the field in terms of
terminology in use. This was done by replacing
“valid loci” with “genetic markers characterized
by validation studies.”

535
(5.3.4)

RtC

Can AABB clarify this standard concerning WGS? The concern is that one
might/will obtain different SNPs in different samples and/or experiments
throughout the validation process making characterization difficult.

No

The committee reviewed this comment but did
not feel that a change would be appropriate at
this time. The committee notes that this would
not fit in the standard, and should be addressed
as a part of a facility’s validation plan.

5.3.10

SC

NA

NA

Standard 5.3.10 has been edited in this edition
for clarity. The replacement of the clause,
“...excluding biological relationship” with
“supporting the alternate hypothesis™ better
mirrors the terminology used by AABB
accredited organizations.

5.3.10.2

SC

NA

NA

In conjunction with the edits made to standard
5.3.10, standard 5.3.10.2 has been updated to
mirror the language changes therein.

5.3.10.3
(New)

SC

NA

NA

New standard 5.3.10.3 has been added to the
17™ edition in response to member requests.
This new standard ensures that laboratories
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performing nontraditional relationship testing in
a forensic setting where sample(s) are limited
such that confirmation of an exclusion cannot be
performed by a second independent DNA
extraction, thus requiring the use of alternative
methods to mitigate the risk of sample switches.

5.3.13 RtC Can/does AABB provide clarification on validating a threshold for ‘no No The committee reviewed this comment but did
relationship’ using SNP data? Are there recommendations by the RT SC of the not feel that a change would be appropriate at
AABB? this time. The committee notes that this would
be in fact defined by the facility.
53.13.2 SC NA NA Standard 5.3.13.2 is new to the 17" edition and
(New) was added for completeness. This standard
ensures that facility using new or novel methods
have an organization defined number of
biological samples to ensure that the method in
use performs as expected.
5.3.13.2 RtC 5.3.13.3 narrative stating 20 samples is not sufficient, but is leaving it up to lab | Yes The committee noted this comment and as a
(New) judgement as to what number that is without any guidance. This in turn will result adjusted the standard to ensure that all
need to be judged individually by auditors to determine on a case by case basis validation studies are reviewed by the
without any consistency between laboratories that validation is Relationship Testing Standards Committee to
sufficient. Additional guidance and sample number is required with at least a ensure conformance with the standard.
minimum sample number, plus whatever else is required to demonstrate a
method is fit for purpose. Otherwise, the standard abdicates its authority to
laboratories without any guidance, particularly how it now reads without even
the 20 samples as a minimum sample number.
5.3.13.2.1 SC NA NA New standard 5.3.13.2.1 has been added to the
(New) 17" edition to provide information to users on
what should be included as a part of an
organization’s validation plan as required in
standard 5.3.13.2.
5.3.13.3 SC NA NA Standard 5.3.13.3 has been edited for clarity.
(5.3.13.2) The change to the standard adds the clause

“...changes to previously validated,,,” to the
standard ensuring that the concept is done so in
the workflow fashion of the rest of the section.
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5.3.13.3.1
(New)

SC

NA

NA

New standard 5.3.13.1 was included in the 17
edition of Standards for completeness. This
standard was previously part of 5.3.13.3, the
intent has not changed.

5.3.13.4

SC

NA

NA

This standard was added for completeness and
to ensure the facility defines the number of
samples used in the validation process to
demonstrate accuracy and reproducibility when
adding loci to novel methods.

5.4.1

SC

NA

NA

The introduction of standard 5.4.1 has been
edited for clarity. The edits ensure that the
language mirrors other changes throughout the
edition.

54.1,#1

SC

NA

NA

Subnumber 1 has been edited for clarity. This
edit ensures that the practice mirrors current
practice.

54.1,#2

SC

NA

NA

Subnumber 2 has been edited for clarity. This
edit ensures that the practice mirrors current
practice.

54.1.2,#1

SC

NA

NA

Subnumber 1 has been edited to expand the
scope of the requirement. This expansion
reflects the use of expert system analysis of
other data.

54.12,#2

SC

NA

NA

Subnumber 2 has been edited to expand the
scope of the requirement. This expansion
reflects the use of expert system analysis of
other data.

5.4.1.2, #6

SC

NA

NA

Subnumber 6 has been expanded to include the
need for accredited organizations to define the
criteria for acceptable negative controls (a
sample not expected to produce a result) through
validation studies.

542

SC

NA

NA

Standard 5.4.2 has been edited to expand the
scope of the Standards on the whole. The
committee has added the concept of “alternative
witnessing” to the edition. This includes the
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addition of definition of the term in the glossary.
Alternative witnessing is used when methods or
limited sample prevents repeat testing for
confirmation.

5423, #1

SC

NA

NA

Standard 5.4.2.3, #1 has been edited to mirror
the changes to standard 5.4.2.

54.23,#2

SC

NA

NA

Standard 5.4.2.3, #2 has been edited to mirror
the changes to standard 5.4.2.

5.5

SC

NA

NA

Standard 5.5 has been edited to mirror the
changes throughout the edition, replacing the
term “validated” with “established by validation
studies.” This mirrors the language and
terminology in the community.

5.5.5

SC

NA

NA

The title of standard 5.5.5 has been edited to
mirror other edits to the 17" edition of RT
Standards. The clause, “validation of tables”
has been replaced with “datasets”, and this has
been done throughout the edition.

5552

SC

NA

NA

Standard 5.5.5.2 has been edited to mirror edits
and for parallel construction throughout the
edition. The clause “...verified for concordance
and/or accuracy” is used for accuracy of how
datasets are reviewed and verified.

55521

SC

NA

NA

Standard 5.5.5.2.1 has been edited to mirror
other changes made throughout the edition.
Replacing the term “tables” with “datasets”
reflects the current terminology in the field.

55522

SC

NA

NA

Standard 5.5.5.2.2 has been edited to mirror
other changes made throughout the edition.
Replacing the term “tables” with “datasets”
reflects the current terminology in the field.

5.5.523

SC

NA

NA

Standard 5.5.5.2.3 has been edited to mirror
other changes made throughout the edition.
Replacing the term “tables” with “datasets”
reflects the current terminology in the field.
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5.5.6

SC

NA

NA

Standard 5.5.6 has been edited for completeness
and to ensure parallel construction with other
standards in the edition. The inclusion of the
phrase, “...or to evaluate SNP or other
nucleotide datasets...” will ensure concordance
with the edition.

5.5.6.1, #1 SC

NA

NA

Subnumber 1 of standard 5.5.6.1 has been edited
for completeness, and parallel construction. The
change to include, “SNPs, or other nucleotide
datasets” reflects the use of expert systems by
accredited organizations.

55.6.1,# | SC

NA

NA

Subnumber 2 of standard 5.5.6.1 has been edited
to replace the term “electropherograms” with
“samples” for clarity and parallel construction.

5.5.6.1, #3 SC

NA

NA

Subnumber 3 of standard 5.5.6.1 has been edited
to replace the term “electropherograms” with
“samples” for clarity and parallel construction.

6.4.1.1, #1 SC

NA

NA

Standard 6.4.1.1 has been edited for clarity.
Subnumber 1 previously appeared as the content
of standard 6.4.1.1.

6.4.1.1,#2 | SC

(New)

NA

NA

Subnumber 2 is new to the 17" edition of RT
Standards. The subnumber ensures that
laboratories are clear on which threshold is
intended.

6.4.1.1

RtC

Can AABB clarify this standard regarding SNPs? Does “below threshold”
mean analytical threshold, genotyping threshold, or threshold for calling that
relationship?

Yes

The committee reviewed this comment and felt
that the inclusion of the clause, “relationship
determination” before the term “threshold”
would provide clarity to the question received.

6.4.2

SC

NA

NA

Standard 6.4.2 has been edited to reflect the
changes made throughout the 17" edition. This
includes the introduction of the clause “STR” to
the title and throughout the standard.

6.4.2

RtC

The recommendations made by SWGDAM regarding combining match
probabilities are left up to the laboratories given that there are not enough
studies to show independence between the lineage and autosomal markers.

No

The committee reviewed this comment but did
not feel a change was appropriate at this time.
The committee notes that having nonautosomals
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AABB standard 6.4.2 would require laboratories to combine them but only the
option to present them separately. We would advocate the other way around.
Below are the excerpts from the lineage marker guidelines
(https://www.swgdam.org/publications)

Supplemental Information for the SWGDAM Interpretation Guidelines for Y
Chromosome STR Typing by Forensic DNA Laboratories

Supplemental Information for the SWGDAM Interpretation Guidelines for
Mitochondrial DNA Analysis by Forensic DNA Testing Laboratories

FAQ-31 (in the Y document) and FAQ-28 (in the mtDNA document):

Can the match probabilities from Y-STR, mtDNA, and/or autosomal STRs be
combined into a match probability?

Cross-reference Guideline 10.1. (in Y document)

Cross-reference Guideline 6.5. (in mtDNA document)

If there is reasonable expectation of genetic independence, match probabilities
from any combination of mtDNA, Y-STR and/or autosomal STRs may be
combined; however, the statistical subject matter experts have not yet reached
consensus at this time regarding the suitability of combining the likelihood
ratios from lineage markers or combining an autosomal likelihood ratio with
one or both lineage markers. Additional research examining the independence
of lineage markers and autosomal markers is needed.

being presented in a way that would indicate
relationship would be inappropriate. The
committee expects that nonautosomals be
combined to show the entire spectrum.
Concerns regarding the overstatement of
relationship are addressed in standards 6.4A II.
3. #5 and #6

6.4.4,#2 SC NA NA Standard 6.4.4 #2 has been expanded to include
a crossreference to reference standard 6.4A for
completeness.

6.5.6 RtC 6.5.6  Similarly, third parties are not permitted to post on their website, No The committee reviewed this comment but did

(Proposed AABB accreditation documents (such as letters or certificates of accreditation not feel that the addition would be appropriate at

by member) for the AABB testing laboratory). this time. The committee did however include
the elements proposed to the guidance
associated with standard 4.4.2.

6.5.7 RtC 6.5.7  Marketing material, including website content, shall be consistent No The committee reviewed this comment but did

(Proposed with AABB permissible/impermissible language for third-party collectors. not feel that the addition would be appropriate at

by a This document can be found on the AABB DNA webpage at aabb.org/dna this time. The committee did however include

commenter) the elements proposed to the guidance
associated with standard 4.4.2.

6.4A,1.,5 SC NA NA In conjunction with the language edited to

standard 5.2.4.2, by including the term “Self-
declared” to the entry.
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https://www.swgdam.org/publications

6.4A,1.,6 SC NA NA Number 6 was edited by removing the term
“original” from the entry as it was deemed
redundant to the content of the entry.
6.4A,11,2, | SC NA NA The term “statistics” was removed from the
1,2 entries as it was deemed too restrictive.
6.4A,11,3, | SC NA NA The intent of the edit is to ensure that it is as
4 clear as possible that all reported probabilities
are less than 100% in all cases, as it would be
impossible to have a 100% probability outcome.
6.4A,11,3, | RtC The added sentence strikes me as awkwardly stopping short of a Yes The committee noted this comment and agreed
4 mandate. Why not simply state "the reported probability of relationship must with its intent.
be less than 100%" or "the probability of relationship cannot be reported as
100%", and put the existing added statement in Guidance?
6.4A,11,4, | SC NA NA Entry #7 is new to this edition and was added for
7 completeness. This ensures that reports provided
for non-traditional relationship testing using
publicly available databases indicate where the
identity has not been affirmed.
10.1.2 SC NA NA Standard 10.1.2 has been updated for clarity,

however the intent of the standard has not
changed.
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