64LSR1LE ~ Medical Cannabis Program ~ Laboratoties
Department of Nealth and Human Resourees

Buraay for Public Hoealth

Office of Laboratory Services

Summary of Public Comments

Lomment:

2.2, Accreditation body means an organization which:

2.2.¢. is 3 signatory to the international Labaratory Accreditation Coosperation Mutual Recognition Arrangamant
{iLAC MRA] for Testing; {proposed rule is missing the term Laboratory in the name of the arrangement}.
Respanse:

The Department has reviewed this comment and finds clarification is needed. The rule will be smended
accordingly.

Commant:

2.5. “Certificate of accreditation,” we suggest strengthening this definition 1o~ “means a document issued by an
accreditation body avidencing that a laborstory is in compliance with international Crganization for
Standardization standard ISG/IEC 17025 or and other standards requirements relevant to the operstion of
isboratories conducting tests on medical cannabis and other items used in the growing, pracessing, or dispensing
of medical cannzhis”. By requiring "IS0/IEC 17025 or” this “or” may introduce an uneven playing field and
inconsistencies in West Virginia's program.

Respoise:

The Departmant has reviewad this comment and finds clarification is peeded. The rule will be amended
acrordingly.

fomment:

4.2.d. We suggest clarifving this with YA copy of the labaratory applicant’s most recent valid certificate of
acoreditation granted fram an ILAL MRA recognized accraditation body.

4.2.8 We recommend clarifying this with “A description of the acgredited tests which are capable of being
congucied by the labaratory applicant st the location 1o be approved.” {Accredited laboratories may be
performing tests that are not part of 8 lebaratony's aceredited Scope of Accreditation. This will ensure that the
Bureay is getting 3 list of accredited tests).

Response:

The Departrment has reviewed this comment and finds clarification is neaded, The rule will be amanded
accordingly.

Carrmment:

11 We are unclear on this clause: “An approved {aboratory must follow the methodolopies, ranges and
parameters acceptable w the bureau which are contained in the scope of the certificate of acereditation issued 1o
the laboratory.” We recommend that this requirement be further defined as to what 15 expected to be listed for
ranges on the Scope of Acoreditation.

Response:

The Department bas reviewed the comment and agrees that clarification is required. The range requirement has
been removed from the scope of scorsditation in the rule. The ranges will be further defined in the cannabis
aboratory guidance document under developmant.



FENISY : R

July &, 2018

Bis. April L. Hobertasn
Ceneral Counsel

Cine Davie Bg, Saite 100, East
Charleston, WV 256361

Public Conmunent §4088 111 - Medical Cannvabis Program - Lahoratories
Diear ds. Bobertson,

Tam writiog to you on behalf of the Amerionn Association for Laboraiory Accreditation (A3LA3 o
voive our support for the proposed rule 64CERITE. We commend the Weat Viepinia Depariment of
Health and Humsn Resources on relying an arcvedited testing laboratories to support the Bureau and
the industry in helping to sssure a safe medical prodoct for the citizens of West Virsinia,

In reviewing the ruling, we ave providing the ollowing comments for considersiion:
2.2, Accreditation body means an organization whiech:

2.2.c. Is » signatory to the International Laboratory Accreditation Cooperation Mutwal Becognition
Arrangement (ILAC MBAY for Testing: (proposad rule is missing the term Laboratory in the name of
the arrangement),

2.5. “Ceortifioate of acoreditation” we suggest strongthening this definition to ~ “means a dacument
issued by an acoreditation body evideneing that a laboratory is in complance with International
Organization for Slandardization standard IBOIEC 170256 or-and other standards requirements
ralevand to the operation of laboratories conducting teste on medical cannabis and olher fome used in
the growing, processing, or dispensing of medica! cannabis”. By requiring "ISGTES 17035 o this “o”
may introduce an uneven pigving feld and inconsistencies in West Virginia’s program.

4.3.d. We sugzest clarifying this with “A copy of the laboratory applicant’s most recent valid
certificate of accreditation granied from an ILAC MRA recognized ascreditation hody.

4.2.g. We recommend clarifying this with “A description of the acoredited tesis which are capable of
being conducted by the laboratory applicant 2l the location to be approved” (Accredited laboratories
may be parforming tests that are vot part of & laboratory’s aceredited Beope of Acereditation, This
will ensure that the Bursau ie getting 8 Hab of aceradited tosta).

11. We are unclesr on this clause: "An agproved Inhoratory must follow the methodelogies, ranges and
parameters acoepiable to the buresu which ave sontained in the seope of the certificate of
aecreditation issued to the laboratory.” We recommend that this requirement be further defined as to
what s expetied o be listed for ranges on the Scope of Acereditation.

AZVA supports this proposed rule ag 8 commonsense approsch 10 ensure thet 5 relisble acvreditation
framework iz in place.

Az 3 501{0)3 aclence-based menvbership associabion, AZLA works bo prowote and support quality in
testing and as a signabory to the ILAC MEA and & provider of acereditation to laboratories that
gomsduct cannabls testing, we lonk forward fo coniinuing to serve the State of West Virginia and its
citizens.



H you bave any guestions abowt A2
awibams@AZLAorg.
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