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USDA Agricultural 1400 Independence Avenue, SW.

=—== Marketing Room 2646-S, STOP 0268
- Service Washington, DC 20250-0201

NATIONAL ORGANIC PROGRAM: CORRECTIVE ACTION REPORT

Applicant Name: | PrimusLabs (PL)
Physical Address: ' 2810 Industrial Parkway, Santa Maria, CA 93455
Mailing Address: = 2810 Industrial Parkway, Santa Maria, CA 93455
Contact & Title: = Deborah Mansfield, Chief Financial Officer
E-mail Address: | deborah.mansfield@primuslabs.com
Phone Number: | (805) 922-0055
Auditor(s): | Robert Yang, Accreditation Manager
Program: USDA National Organic Program (NOP)
Review Date(s): | July 7, 2015
Audit Identifier:  AIA15120RY
Action Required: | None
Audit Type: | Corrective Action Audit
. . .. Toevaluate the corrective actions submitted by the certifying agent in response
Audit Objective: to the non-compliance identified.
Audit Criteria: | 7 CFR Part 205, National Organic Program as amended
Audit Scope: PL’_s corrective actio_n plan_s submitted on June 17, 2015 in response to the
" Notice of Noncompliance issued on May 1, 2015.
Location(s) Audited: = Desk

GENERAL INFORMATION

PrimusLabs (PL) is a for-profit organization, accredited as a U.S. Department of Agriculture
certifying agent since January 22, 2006. PL’s scope of accreditation includes organic crop and
handling operations and is currently certifying operations in the U.S., Mexico, and Costa Rica.
BACKGROUND INFORMATION

On May 1, 2015, the USDA National Organic Program issued a Notice of Noncompliance to
PrimusLabs.

FINDINGS

The findings below describe the NOP’s issues of concern and identify the relevant section of the
regulation for each issue. We also outline the certifying agent’s response to these issues, which
describe how they will correct the problem and prevent it from recurring in the future. During

the next on-site assessment, the NOP will review the corrective actions below to verify that the
certifying agent has effectively addressed all concerns.
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Non-Compliances — Certifier Response

The NOP has reviewed the corrective actions submitted by the certifying agent and determined
the following:

AIA15120RY — Accepted. 7 CFR 8§ 205.501(a)(21) states, “A private or governmental entity
accredited as a certifying agent under this subpart must: comply with, implement, and carry out
any other terms and conditions determined by the Administrator to be necessary.” Additionally,
NOP 2603 Instruction Organic Certificates states, “Certifying agents must identify only one
‘person’ (typically a farm or business as defined in 7 CFR § 205.2) on the organic certificate....
Each certified organic operation must have its own certificate.”

Comments: Primus Labs issued an organic certificate on which two businesses were identified.

Corrective Action: PL notified the two businesses of the requirement to be individually certified
via a notice of noncompliance issued to the primary operation listed on the organic certificate.
The operation, including its subcontracted operation listed on the certificate, was subsequently
suspended by PL for not responding to the notice. PL conducted a review of its certified
operations and determined that two more certificates were issued on which multiple businesses
were identified. PL is working with the identified operations to ensure that each operation is
certified independently during their 2015 certification cycle. PL also updated the Application
Review and Certification Decision sections of its Quality Manual to include procedures for
identifying one operation per organic certificate. PL informed its certification staff and
inspectors of the quality manual update and requirements of NOP 4009 Instruction Who Needs
to Be Certified via email.
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USDA Agricultural 1400 Independence Avenue, SW.

=—= Marketing Room 2646-S, STOP 0268
— Service Washington, DC 20250-0201

NATIONAL ORGANIC PROGRAM: CORRECTIVE ACTION REPORT
AUDIT AND REVIEW PROCESS

The National Organic Program (NOP) conducted a mid-term assessment of PrimusLabs. An
onsite audit was conducted, and the audit report reviewed to determine PrimusLabs’ capability to
continue operating as a USDA accredited certifier.

GENERAL INFORMATION

Applicant Name | PrimusLabs (PL)
Physical Address | 2810 Industrial Parkway, Santa Maria, CA 93455
Mailing Address ' 2810 Industrial Parkway, Santa Maria, CA 93455
Contact & Title ' Deborah Mansfield, Co-CFO
E-mail Address | deborahmansfield@primuslabs.com
Phone Number @ (805) 922-0055
Janna Howley, NOP Reviewer
Julie Hartley and Miguel Caceres, Onsite Auditors
Program | USDA National Organic Program (NOP)
Review Date: March 23, 2015
Review & Audit Dates | Audit Dates: September 16-18, December 10, 2013; January 14,
2014
Audit Identifier | NP3259JHA
Action Required = None
Audit & Review Type = Mid-Term Assessment
Audit Objective To evaluate t_he conforman_ce to the audit criteria; apd to verify the
implementation and effectiveness of PL’s certification system.
Audit & Determination | 7 CFR Part 205, National Organic Program as amended
Criteria

Reviewer & Auditors

. . PL’s certification services in carrying out the audit criteria during
Audit & Review Scope the period: January 2011 - September 2013.

PrimusLabs (PL) is a for-profit organization, accredited as a U.S. Department of Agriculture
certifying agent to the National Organic Program since January 22, 2006. PL’s scope of
accreditation includes organic crop and handling operations and is currently certifying operations
in the U.S., Mexico, and Costa Rica. Records showed that there were no livestock or wild crop
operations certified. The company’s client list, as updated on September 16, 2013, included 56
operations in the organic certification program, consisting of 17 crops, 32 handlers, and 7
operations with both scopes. PL did not have any certified grower groups at the time of the
assessment; however, one grower group was in the application process.

The PL organic certification program staff consists of the Audit Administrative Assistant,
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contracted reviewers, staff inspection coordinators, inspectors, and the scheme manager. The
Audit Administrative Assistant is also an inspection coordinator and was recently hired to be the
only PL staff member to be fully dedicated to the PL organic program; other staff members have
other PL certification program responsibilities.

NOP DETERMINATION:
NOP reviewed the onsite audit results to determine whether PL’s corrective actions adequately
addressed previous noncompliances. NOP also reviewed any corrective actions submitted as a

result of noncompliances issued from Findings identified during the onsite audit.

Non-compliances from Prior Assessments

Any noncompliance labeled as “Cleared,” indicates that the corrective actions for the
noncompliance are determined to be implemented and working effectively. Any noncompliance
labeled as “Outstanding” indicates that either the auditor could not verify implementation of the
corrective actions or that records reviewed and audit observations did not demonstrate
compliance.

NP721900A.NC4 - Cleared
NP721900A.NC7 - Cleared
NP0215EEA.NC1 - Cleared
NP0215EEA.NC4 - Cleared
NP0215EEA.NC6 - Cleared
NP0215EEA.NC7 - Cleared
NP0215EEA.NC8 - Cleared
NP0215EEA.NC9 - Cleared
AlA12232LLMC.NC1 - Cleared
AlA12232LMC.NC2 - Cleared
September 29, 2011, NC1 - Cleared
February 12, 2012, NC1-NC4 - Cleared
January 9, 2013, Settlement Agreement - Cleared

Non-compliances Identified during the Current Assessment

Any noncompliance labeled as “Accepted,” indicates that the corrective actions for the
noncompliance are accepted by the NOP and will be verified for implementation and
effectiveness during the next onsite audit.

NP0215EEA.NC2 — Accepted. 7 CFR §205.501(a)(11)(v) states, “A private or governmental
entity accredited as a certifying agent under this subpart must: (11) Prevent conflicts of interest
by: (v) Requiring all persons who review applications for certification, perform on-site
inspections, review certification documents, evaluate qualifications for certification, make
recommendations concerning certification, or make certification decisions and all parties
responsibly connected to the certifying agent to complete an annual conflict of interest disclosure
report.”
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Comments: Records showed that of the 16 PrimusLabs and contract employees, none had a
current Conflict of Interest on file. One record was from 2008, and the balance is from 2007 or
earlier. Two of the inspectors listed in the inspector pool had actually performed audits and did
not have a Conflict of Interest or Declaration of Confidentiality of any date.

2011 Corrective Action: PL updated their system to require annual submission by all personnel
of a Confidentiality, Independence and Disclosure Statement (Cert-006). For 2011, these forms
were completed by March 31, 2011. Copies of completed forms were provided for review.

2013Verification of Corrective Action: The conflict of interest document as completed by staff
personnel does not clearly convey conflicts of interest. One inspector did not list a conflict of
interest on the disclosure statement as identified during staff interviews with the auditor, and one
inspector listed a conflict of interest but checked a separate box stating there were no conflicts
identified.

2014 Corrective Action: PrimusLabs created an updated conflict of interest document, NOP-
001 Confidentiality, Independence and Disclosure Statement. This document was sent to all staff
and contractors in May 2014 and will now be completed annually by all staff and contractors.
Primus Labs Quality Manual, “Chapter 3 — Accreditation” also includes the requirement for the
completion of the NOP-001 Confidentiality, Independence and Disclosure Statement. Copies of
all documents were provided to the NOP.

NP0215EEA.NC3 — Accepted. 7 CFR §205.662(¢) states, “When rebuttal is unsuccessful or
correction of the noncompliance is not completed within the prescribed time period, the
certifying agent or State organic program’s governing State official shall send the certified
operation a written notification of proposed suspension or revocation of certification of the entire
operation or a portion of the operation, as applicable to the noncompliance.... The notification of
proposed suspension or revocation of certification shall state: (1) The reasons for the proposed
suspension or revocation; (2) The proposed effective date of such suspension or revocation; (3)
The impact of a suspension or revocation on future eligibility for certification; and (4) The right
to request mediation pursuant to §205.663 or to file an appeal pursuant to §205.681.”

Comments: The standard noncompliance letter being sent to the client states, “The finding of
points of noncompliance requires written corrective action in order to continue to maintain
organic certification. A lack of response to points of any issued noncompliance point may
suggest that you are unable to provide written corrective actions or no longer wish to
maintain/obtain organic certification at this time. As a function of this notification if corrective
responses are not received within 30 days of your inspection you may file a request for mediation
with PrimuLabs.com per 205.663 of the 7CFR-NOP page 57 of the NOP. If a response is not
received in 30 days Primus will be required to suspend your certification.” This procedure is not
in accordance to §205.662.

2011 Corrective Action: Template letters for Notices of Noncompliance, Notices of
Noncompliance Resolution, Notices of Proposed Suspension / Revocation, and Notices of
Suspension / Revocation were provided as updates to the PL system; all letters were found to be
in compliance with §205.662 requirements.

2013 Verification of Corrective Action: The former noncompliant PrimusLabs Notice of
Noncompliance, that implied a suspension was to occur within 30 days if a response was not
received, was recently used for multiple issuances.
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2014 Corrective Action: All letters are now issued only by the Audit Coordinator. The outdated
templates have been removed from the computer system; the Audit Coordinator provided signed
documentation that this practice was completed. Examples of the current templates for sending
Notice of Noncompliance letters from the Quality Manual document, SOP Non Compliance and
Adverse Actions, were provided to the NOP. Several PrimusLabs personnel, including the Audit
Coordinator, attended the February 2014 Professional Development Training for Organic
Certification Agencies in San Diego. In addition, the PrimusLabs Scheme Manager attended the
March 2014 NOP training in Costa Rica. As a result, all staff members who deal with the
management of PrimusLabs organic certification became much better versed on NOP policies
and procedures. Confirmation of attendance was provided to the NOP.

NP0215EEA.NC5 — Accepted. 7 CFR §205.501(a)(18) states, “A private or governmental entity
accredited as a certifying agent under this subpart must: (18) Provide the inspector, prior to each
on-site inspection, with previous on-site inspection reports and notify the inspector of its decision
regarding certification of the production or handling operation site inspected by the inspector and
of any requirements for the correction of minor noncompliances.”

Comments: PrimusLabs.com is not currently providing a copy of the previous inspection report
to the current inspector assigned or contracted for an inspection unless requested by that
inspector. Additionally, PrimusLabs.com is not notifying the inspector of the certification
decision related to the inspection performed.

2011 Corrective Action: PL updated SOP 22-01 Rev 7 Section A Step 8, under “Audit
Preparation,” indicating documents required to be submitted to the inspector, including prior
audit reports, noncompliance letters and corrective action plans.

2013 Verification of Corrective Action: Inspectors are not being notified of the certification
decision related to the inspection conducted.

2014 Corrective Action: The PrimusLabs Quality Manual has been updated to specify that
inspectors are informed of certification decisions. In addition, the Audit Coordinator, who is
primarily responsible for communication with inspectors, signed a statement confirming
understanding of the procedure as defined in the Quality Manual, 0 - QM MARCH 2014,
Chapter 1, “Certification Process.” This section clarifies that inspectors will be copied on all
final certification decisions provided to the client. PrimusLabs provided the NOP with written
confirmation from the Audit Coordinator; a copy of the updated Quality Manual; and an email
template informing clients, and copying the inspector, of the certification decision. Several
PrimusLabs personnel, including the Audit Coordinator, attended the February 2014 Professional
Development Training for Organic Certification Agencies in San Diego. As a result, all staff
members who deal with the management of PrimusLabs organic certification became much
better versed on NOP policies and procedures. Confirmation of attendance was provided to the
NOP.

NP3259JHA.NC1 — Accepted. 7 CFR §205.404(a) states, “...after completion of the initial on-
site inspection, a certifying agent must review... any additional information... supplied by the
applicant. If the certifying agent determines that the organic system plan and all procedures and
activities of the applicant’s operation are in compliance with the requirements of this part... the
agent shall grant certification.”
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Comments: Certification was granted to an applicant after a Denial of Certification was issued
for reasons which included a noncompliance against the use of seeds treated with a prohibited
substance. This land did not meet the requirements under §205.202(b) and was not eligible for
certification.

2014 Corrective Action: In this instance the operation planted crops of squash seeds treated
with a prohibited material in two fields, but that the seed was washed prior to planting. Although
the OSP update indicated that treated seed was used, the initial OSP review, conducted a few
days later, did not deny certification at this step, in part because there was some confusion on the
part of the reviewer as to the permissibility of the washing treated seed as a measure to prevent
contamination of certified ground with a prohibited substance. Additionally, although the
affected crop was denied, PrimusLabs chose to eventually grant certification of the land, because
evidence submitted by the applicant showed that there was no contamination of the land from
residues, presumably because the washing of the seed had effectively removed this prohibited
material before the seed was planted. A timeline of events regarding this case was provided to
the NOP. PrimusLabs now understands that the issuance of certification was not in line with
NOP directives, because the seed was still considered to be treated with a prohibited material,
even though the grower had taken efforts to remove this material and had documented that there
was no detectable residue in the soil.

As a result, PrimusLabs issued a memo to all clients, as well as certification staff and contractors
in July 2013. The memo, Organic Certification Quality Assurance Manual — Standards/Policy
Communication Seed and Planting Stock Requirements, stated that the use of treated seed, even
if washed, would henceforth result in the loss of certification of the land. PrimusLabs’ current
practice is to deny any land that was planted with seed treated with prohibited materials. A copy
of this memo was provided to the NOP. Additionally, staff attendance at the February 2014 NOP
Certifier Training helped to improve the knowledge and consistency of actions taken with
respect to certification.

NP3259JHA.NC2 — Accepted. 7 CFR §205.404(b)(3) states, “The certifying agent must issue a
certificate of organic operation which specifies the: Categories of organic operation, including
crops... or processed products produced by the certified operation....”

Comments: Two operations certified for both Crops and Handling were issued certificates
listing the organic scope as Handling/Field.

2014 Corrective Action: Certificates will now be issued only by the Audit Coordinator.
Outdated templates were removed from the computer files and only compliant templates are
being used. The Audit Coordinator provided signed documentation that this practice was
completed. Current certificate templates and the signed statement were provided to the NOP.
Several PrimusLabs personnel, including the Audit Coordinator, attended the February 2014
Professional Development Training for Organic Certification Agencies in San Diego. As a result,
all staff members who deal with the management of PrimusLabs organic certification became
much better versed on NOP policies and procedures related to the requirements for certificates.
Confirmation of attendance was provided to the NOP.
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NP3259JHA.NC3 — Accepted. 7 CFR §205.406(c) states, “If the certifying agent has reason to
believe, based on the on-site inspection and a review of the information specified in §205.404,
that a certified operation is not complying with the requirements of the Act and the regulations in
this part, the certifying agent shall provide a written notification of noncompliance to the
operation in accordance with §205.662.”

Comments: PrimusLabs did not send a Notice of Noncompliance to an operation after a review
found the operation’s labels to be noncompliant to §205.303(b)(2), as noted in the inspection
report. Four of four labels reviewed either did not display a compliant “certified organic by...”
statement or did not place the “certified organic by... "statement below the information
identifying the handler or distributor of the product. PrimusLabs granted certification.

2014 Corrective Action: PrimusLabs issued an email to all clients and certification staff in
December 2013, detailing labeling requirements, including the “certified organic by’ statement
and the placement of that statement. This email included NOP Policy Memo 12-2, in addition to
the Labeling Organic Products document published by the NOP in September 2012. The
operation whose labels were reviewed during the mid-term audit submitted updated, compliant
labels. PrimusLabs’ Organic Certification Quality Assurance Manual, CERTIFICATION
PROCESS, 0-QM March 2014 was developed to reflect that labels will be reviewed as part of the
OSP review. This review includes, among other aspects, specific and detailed verification of land
requirements, seeds, all inputs, and labels. In conducting this compliance review, PrimusLabs
will consider current regulation 7 CFR 205, as well as any NOP guidance document, instruction
and/or Policy Memo as per most current version of the NOP Handbook. NOP Training Modules
may also be used as a reference tool by reviewers. PrimusLabs provided copies of the email and
updated Quality Manual to the NOP.

NP3259JHA.NC4 — Accepted. 7 CFR §§205.501(a)(16) and 205.642 state, “A private...entity
accredited as a certifying under this subpart must: Charge applicants for certification and
certified production and handling operations only those fees and charges for certification
activities that it has filed with the Administrator;” and ““...The fee schedule must explain what
fee amounts are nonrefundable and at what stage during the certification process fees become
nonrefundable.”

Comments: The current fee schedule had not been reviewed by the Administrator and did not
include the stage at which fees become nonrefundable during the certification process.

2014 Corrective Action: An updated Fee Schedule was issued that more specifically detailed
the costs for certification, and the stage at which fees become nonrefundable. The updated Fee
Schedule was provided to the NOP. PrimusLabs personnel attended the February 2014
Professional Development Training for Organic Certification. As part of the training, personnel
were reminded of the need to include any changes in the Fee Schedule as part of the Annual
Report.
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AUDIT INFORMATION

Applicant Name:
Est. Number:
Physical Address:
Mailing Address:
Contact & Title:
E-mail Address:
Phone Number:
Auditor(s):
Program:

Audit Date(s):
Audit Identifier:
Action Required:
Audit Type:
Audit Objective:

Audit Criteria:

Audit Scope:

Location(s) Audited:

PrimusLabs (PL)

N/A

2810 Industrial Parkway, Santa Maria, California 93455
Same

Brian A. Mansfield, Chief Financial Officer
brian@PrimusLabs.com

(805) 922-0055

Lars Crail, NOP Accreditation Manager
USDA National Organic Program (NOP)
January 4, 2013

AlA12232LMC

No

Corrective Action Audit (CA) — Surveillance Audit

To review certifying agent submitted noncompliance corrective actions and
determine if the measures should be accepted by the NOP.

7 CFR Part 205, National Organic Program, Final Rule, dated December 21,
2000; updated March 15, 2012.

PL submitted corrective actions corresponding to the noncompliances
issued on November 13, 2012.

Not applicable.

PrimusLabs is a for-profit organization. The PrimusLabs organic certification program was
accredited as a certifying agent on August 20, 2012 to the USDA National Organic Program
(NOP) for crop and handling operations. PrimusLabs has 44 certified operations consisting of 24
crop and 32 processor/handling scopes. Clients are certified in the states of Arizona,
Massachusetts, California, New York, Pennsylvania and the country of Mexico. PrimusLabs
organic program has 8 employees and 14 contracted inspectors.

During August 20 - 21, 2012, the National Organic Program (NOP) conducted a surveillance
audit of PrimusLabs. NOP surveillance audits are conducted as a routine measure to monitor
compliance to USDA organic regulations. During the first day of the audit, the NOP auditor
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interviewed PrimusLabs certification staff, consultants, and directors; and, conducted a review of
PrimusLabs certification program updates. During the second day of the audit, the NOP auditor
witnessed a PrimusLabs contract inspector conduct an annual inspection of a certified crop
operation. PrimusLabs submitted the completed inspection report and all resulting certification
correspondence for NOP audit review.

On November 13, 2012, PL was issued a Notice of Noncompliance for two noncompliances
(AIA12232LLMC.NC1 - 2) identified during the on-site audit. PL submitted timely corrective
actions to the NOP on December 20, 2012. Further information was requested by NOP and

submitted by PL on January 4, 2013.

FINDINGS
The corrective actions submitted by PL are accepted and will be verified for implementation and
effectiveness during the next on-site audit.

AlA12232LMC.NC1 - Accepted. §205.510 states that “(a) Annual report and fees. An
accredited certifying agent must submit annually to the Administrator, on or before the
anniversary date of the issuance of the notification of accreditation, the following reports and
fees: (1)A complete and accurate update of information submitted pursuant to §8205.503 and
205.504; (2) Information supporting any changes being requested in the areas of accreditation
described in §205.500; (3) A description of the measures implemented in the previous year and
any measures to be implemented in the coming year to satisfy any terms and conditions
determined by the Administrator to be necessary, as specified in the most recent notification of
accreditation or notice of renewal of accreditation; (4) The results of the most recent
performance evaluations and annual program review and a description of adjustments to the
certifying agent's operation and procedures implemented or to be implemented in response to the
performance evaluations and program review; and (5) The fees required in 8205.640(a).”
PrimusLabs failed to submit an annual report by its anniversary date of January 22, 2012 to the
NOP. Corrective Action: PL submitted its 2012 annual report for NOP review. As part of the
annual reporting requirement, PL determined that a complete revamping of the Quality Manual
(QM), Standard Operating Procedures (SOP), and form templates were necessary. PL submitted
a draft copy of the new manual and documents with edits and comments from a management
consultant for NOP review. Additionally, a matrix was submitted that links sections of the QM
to SOPs, PL documents, and external references. The new QM identifies the Quality Assurance
Manager (QAM) as the responsible party for ensuring that the annual report is completed and
submitted to NOP pursuant to USDA organic regulations and guidance. The PL management
team will meet in January 2013 to finalize the new QM and corresponding documents. NOP’s
review of the material submitted including PL’s implementation plan appears to adequately
address the noncompliance.

AlA12232LLMC.NC2 - Accepted. §205.662 states that “(a) Notification. When an inspection,
review, or investigation of a certified operation by a certifying agent or a State organic program's
governing State official reveals any noncompliance with the Act or regulations in this part, a
written notification of noncompliance shall be sent to the certified operation. Such notification
shall provide: (1) A description of each noncompliance; (2) The facts upon which the notification
of noncompliance is based; and (3) The date by which the certified operation must rebut or
correct each noncompliance and submit supporting documentation of each such correction when
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correction is possible. During the witness inspection of a crop operation, the inspector identified
several significant issues of concern. PL issued a notification of noncompliance to the operation
on September 24™; however, the notification failed to completely comply with §205.662(a) (1).
The notification listed the regulation section numbers, but not the description of each
noncompliance. Corrective Action: PL submitted for NOP review examples of corrected
noncompliances issued to operations that include both the regulation section number and the
narrative description. PL instructed all certification staff to follow the new guidelines when
drafting client operation noncompliances. NOP’s review of the submitted material by PL
appears to adequately address the noncompliance.
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Corrective Action Audit

To verify review and approve corrective actions addressing the non-compliances
identified during the Surveillance-Accreditation Renewal Audit.

7 CFR Part 205, National Organic Program; Final Rule, dated December 21,
2000; revised February 17, 2010.

Primuslabs.com’s response letters to the Surveillance-Accreditation Renewal Audit
non-compliance report

Desk

AUDIT INFORMATION

An Audit, Review, & Compliance Branch auditor conducted a Surveillance-Accreditation
Renewal audit on August 3-5 and November 12, 2010 of Primuslabs. During the Surveillance-
Accreditation Renewal audit, five of the corrective actions for non-compliances found during the
Initial On-site audit were verified and found to be implemented and effective and the non-
compliances were cleared (NP721900A.NC1-3, 5, 6). Two non-compliances found at the Initial
On-site audit were “outstanding” at the end of the Surveillance-Accreditation Renewal audit.
Additionally, there were nine (9) non-compliances found during the Surveillance-Accreditation
Renewal audit. Primuslabs (PL) was notified of these findings in a notice from the NOP on
September 27, 2010. A response, dated November 15, 2010, was received from NFC on

December 1, 2010.

FINDINGS

NP721900A.NC4 - Adequately Addressed - NOP §205.403(e) states, “Documents to the
inspected operation. (1) At the time of the inspection, the inspector shall provide the operation's

authorized representative with a receipt for any samples taken by the inspector.”

Procedures for

sampling of soil and water do not include a provision for providing the client with a receipt of
the samples taken. Corrective Action: Sampling procedures, SOP #06-54 and SOP #06-55,
have both been revised to include reference to providing a receipt for samples (NOP-004)
whenever sampling is done as part of an organic certification. Verification of Corrective
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Action: There is no indication that SOP#06-54 (Field Sampling Procedure — Water) and
SOP#06-55 (Field Sampling Procedure — Soil) have been changed to include the provision for
providing a receipt for samples whenever sampling is done as a part of an organic certification.
NOP Certification Program Sample Receipt Form NOPQ04 has been in use since 2005 and the
company has never performed sampling so the form has never been used but was a part of the
QM at the time of the previous audit in 2007. Corrective Action: SOPs #06-54 and 06-55 were
updated to reflect the requirement of providing a sample receipt to clients following samples
collected. Sample Receipt Form NOP004 has been integrated into the certification system.

NP721900A.NC7 — Adequately Addressed - NOP §205.662(b) states, “Resolution. When a
certified operation demonstrates that each noncompliance has been resolved, the certifying agent
or the State organic program's governing State official, as applicable, shall send the certified
operation a written notification of noncompliance resolution.” Non-Compliance resolutions are
not being sent to the clients. Corrective Action: Primuslabs has indicated that non-compliance
resolutions will be sent to their clients and an example letter was provided for review.
Verification of Corrective Action: PrimuLabs.com is not providing a written letter of
resolution to certified operations that have had a non-compliance(s) issued during an inspection
and has submitted adequate corrective action. Corrective Action: PL has implemented a NONC
Resolution letter; the template for this form was provided with the response.

NP0215EEA.NC1 - Adequately Addressed — PrimusLabs.com Quality Manual V(i)
Subcontractors states, “In the event that subcontracting for certification personnel is required, the
following steps shall be taken to ensure the integrity and validity of the work performed by the
subcontracted personnel and that all work is completed in accordance with the appropriate
regulatory standard. An agreement between PrimusLabs.com and the subcontracted personnel
must be in place. It shall list in detail or by reference to the standards, the qualifications
requirements that the subcontracted personnel must meet, their specific job functions, training
requirements, the policies, procedures and work instructions they will be required to utilize and
any surveillance checks of their work activities.” The only document on record for any
subcontract employee is the Confidentiality, Independence and Disclosure Statement. This
document does not contain any of the information described as necessary to an agreement with
PrimusLabs.com. Corrective Action: PL established and implemented a Certification Program
Auditor/Inspector Subcontractor Agreement (Cert-009) in accordance with the PL Quality
Manual. All inspectors completed this agreement by March 31, 2011; copies of completed
agreements were submitted as objective evidence of implementation.

NP0215EEA.NC2 - Adequately Addressed: NOP §205.501 (a)(11)(v) General requirements
for accreditation states, “A private or governmental entity accredited as a certifying agent under
this subpart must: (11) Prevent conflicts of interest by: (v) Requiring all persons who review
applications for certification, perform on-site inspections, review certification documents,
evaluate qualifications for certification, make recommendations concerning certification, or
make certification decisions and all parties responsibly connected to the certifying agent to
complete an annual conflict of interest disclosure report.” Records showed that of the 16
PrimusLabs and contract employees, none had a current Conflict of Interest on file. One record
was from 2008, and the balance is from 2007 or earlier. Two of the inspectors listed in the
inspector pool had actually performed audits and did not have a Conflict of Interest or
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Declaration of Confidentiality of any date. Corrective Action: PL updated their system to
require submission of a Confidentiality, Independence and Disclosure Statement (Cert-006) by
all personnel annually. For 2011, these forms were completed by March 31, 2011. Copies of
completed forms were provided for review.

NP0215EEA.NC3 - Adequately Addressed: NOP §205.662 Noncompliance procedure for
certified operations
] (@)(1)(2) states, “When an inspection, review, or investigation of a certified operation by
a certifying agent or a State organic program’s governing State official reveals any
noncompliance with the Act or regulations in this part, a written notification of
noncompliance shall be sent to the certified operation. Such notification shall provide:
(1) a description of each noncompliance; (2) the facts upon which the notification of
noncompliance is based.” The review of several client files indicated that non-
compliances are being listed without reference to the pertinent clause in the Rule or the
facts upon which the notification of non-compliance is based. In some cases the
noncompliance is to another standard and not to the NOP.
[ ] Additionally, §205.662(c) states, “When rebuttal is unsuccessful or correction of the
noncompliance is not completed within the prescribed time period, the certifying agent
or State organic program’s governing State official shall send the certified operation a
written notification of proposed suspension or revocation of certification of the entire
operation or a portion of the operation as applicable to the noncompliance... The
notification of proposed suspension or revocation of certification shall state: (1) The
reasons for the proposed suspension or revocation; (2) The proposed effective date of
such suspension or revocation; (3) The impact of suspension or revocation on future
eligibility for certification; and (4) The right to request mediation pursuant to §205.663
or to file an appeal pursuant to §205.681.” The standard non-compliance letter being
sent to the client states, “The finding of points of noncompliance requires written
corrective action in order to continue to maintain organic certification. A lack of
response to points of any issued noncompliance point may suggest that you are unable
to provide written corrective actions or no longer wish to maintain/obtain organic
certification at this time. As a function of this notification if corrective responses are
not received within 30 days of your inspection you may file a request for mediation with
PrimuLabs.com per 205.663 of the 7CFR-NOP page 57 of the NOP. If a response is not
received in 30 days Primus will be required to suspend your certification.” This
procedure is not in accordance to 8205.662.
Corrective Action: PL’s NOP-006 Summary Form was established and includes a section to
identify the NOP citation for specific non-compliance findings. Additionally, template letters
for NoNC, NoNC Resolution, Notices of Proposed Suspension / Revocation, and Notices of
Suspension / Revocation were provided as updates to the PL system; all letters were found to
be in compliance with §205.662 requirements.

NP0215EEA.NC4 — Adequately Addressed: NOP §205.402(a)(1)(2) Review of application
states, “Upon acceptance of an application for certification, a certifying agent must: (1) Review
the application to ensure completeness pursuant to 8205.401; (2) Determine by a review of the
application materials whether the applicant appears to comply or may be able to comply with the
applicable requirements of subpart C of this part.” Additionally, 8205.404 Granting Certification
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states, “...Within a reasonable time after completion of the initial on-site inspection, a certifying
agent must review the on-site inspection report, the results of any analyses for substances
conducted, and any additional information requested from or supplied by the applicant.” The
initial review of the application for compliance is not being documented, and the initial review of
other application materials including the Organic System Plan is not being documented. There
is no record to verify who is performing the reviews. Also, there are no records to show that a
post-inspection review is being performed and there are no records to show who is performing
that review. Corrective Action: PL established and implemented a “Certification Review”
document to be completed with each application submitted demonstrating completed review,
staff responsible for review, and approving manager signature.

NP0215EEA.NC5 — Adequately Addressed: NOP §205.501(a)(18) General requirements for
accreditation states, “A private or governmental entity accredited as a certifying agent under this
subpart must: (18) Provide the inspector, prior to each on-site inspection, with previous on-site
inspection report and notify the inspector of its decision regarding certification of the production
or handling operation site inspected by the inspector and of any requirements for the correction
of minor non-compliances.” PrimusLabs.com is not currently providing a copy of the previous
inspection report to the current inspector assigned or contracted for an inspection unless
requested by that inspector. Additionally, PrimusLabs.com is not notifying the inspector of the
certification decision related to the inspection performed. Corrective Action: PL updated SOP
22-01 Rev 7 Section A Step 8, under “Audit Preparation,” indicating documents required to be
submitted to the inspector, including prior audit reports, non-compliance letters and corrective
action plans.

NP0215EEA.NC6 — Adequately Addressed: NOP §205.501(a)(7) General requirements for
accreditation states, “A private or governmental entity accredited as a certifying agent under this
subpart must: (7) have an annual program review of its certification activities conducted by the
certifying agent’s staff, an outside auditor, or a consultant who has expertise to conduct such
reviews and implement measures to correct any non-compliances with the Act and the
regulations in this part that are identified in the evaluation.” There is no record of an annual
program review performed as prescribed in this part. Corrective Action: PL has established and
implemented an internal audit program, including checklist / report. A complete internal audit
was conducted by the PL Audit Coordinator in April 2011.

NP0215EEA.NC7 — Adequately Addressed: NOP §205.510(a)(1-4) Annual report,
recordkeeping, and renewal of accreditation states, “Annual report and fees. An accredited
certifying agent must submit annually to the Administrator, on or before the anniversary date of
the issuance of the notification of accreditation, the following reports and fees: (1) A complete
and accurate update of information submitted pursuant to §§205.503 and 205.504; (2)
Information supporting any changes being requested in the areas of accreditation described in
8205.500; (3) A description of the measures implemented in the previous year and any measures
to be implemented in the coming year to satisfy and terms and conditions determined by the
Administrator to be necessary, as specified in the most recent notification of accreditation or
notice of renewal of accreditation; (4) The results of the most recent performance evaluations
and annual program review and a description of adjustments to the certifying agent’s operation
and procedures implemented or to be implemented in response to the performance evaluations
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and program review.” Records reviewed indicated that the annual report submitted by
PrimusLabs.com consists of the list of certified operations for the previous year. None of the
other required information has been submitted in 2009 or previously. Corrective Action: PL
misunderstood this requirement and thought only a list of certified operations was required. PL
submitted a complete annual report for 2010 to the NOP on May 31, 2011.

NP0215EEA.NC8 — Adequately Addressed: NOP §205.403(e)(2) On-site inspections
states, “A copy of the on-site inspection report and any test results will be sent to the
inspected operation by the certifying agent.” PrimusLabs.com does not currently provide the
inspected operation with a copy of the inspection report following an inspection. Corrective
Action: PL updated the SOP # 22-01 Rev 7 Section G Steps 1&2, under “Audit Report,”
indicating how audit reports would be issued, including CC: notification to the applicable
inspector.

NP0215EEA.NC9 — Adequately Addressed: NOP §205.202(a)(b) Land requirements states,
“Any field or farm parcel from which harvested crops are intended to be sold, labeled, or
represented as “organic,” must: (a) Have been managed in accordance with the provisions of
§8205.203 through 205.206; (b) Have had no prohibited substances as listed in §205.105, applied
to it for a period of 3 years immediately preceding harvest of the crop.” Additionally, NOP
8205.400(f) General requirements for certification states, “A person seeking to receive or
maintain organic certification under the regulations in this part must: (f) Immediately notify the
certifying agent concerning any: (2) Change in certified operation or any portion of a certified
operation that may affect its compliance with the Act and the regulation in this part.” Records
related to a certified crop operation indicated that in 2009 two additional maps of ranches not
previously listed in the Organic System Plan were added without notification to PrimusLabs.
These ranches, along with the two original ranches listed have parallel produce production.
There are no supporting documents to show the evaluation of the new land and how it meets the
requirements of the NOP and there was no documentation to show what crops were intended for
production on each individual ranch. Corrective Action: PL responded with certification
documents (Operator OSPs for 2009, 2010; inspection reports 2009, 2010; organic certificates
2009, 2010) demonstrating the inspector verified land inputs of fields submitted for certification
prior to addition of the fields being added to the operation’s certificate. It is true that a Land Use
History Affidavit was not on file prior to inspection (this was requested after PL’s Surveillance-
Reaccreditation audit); PL has since updated the certification system to require this document
prior to inspection. The land use affidavit shows there were no prohibited inputs applied to the
land for 7 years prior to Nov 2010, or approximately 5+ years at the time of initial certification in
February 2009. However, as noted, the inspection reports require the inspectors to verify and
document verification that land requirements have been properly met. As such, corrective
response accepted.



