






























































































The Commonwealth of Massachusetts 
William Francis Galvin 

Minimum Fee: $500.00 

Secretary of the Commonwealth, Corporations Division 
One Ashburton Place, 17th floor 

Boston, MA 02108-1512 
Telephone: (617) 727-9640   

Certificate of Organization      
(General Laws, Chapter ) 

  

Identification Number:  001369282 

1. The exact name of the limited liability company is:  G7 LAB LLC  

2a. Location of its principal office: 
No. and Street:  410 GREAT ROAD  

SUITE 225 
City or Town: LITTLETON State: MA   Zip:  01460 Country: USA 

2b. Street address of the office in the Commonwealth at which the records will be maintained:  
 
No. and Street:  410 GREAT ROAD 

SUITE 225 
City or Town: LITTLETON State: MA   Zip:  01460 Country: USA 

3. The general character of business, and if the limited liability company is organized to render professional 
service, the service to be rendered:  

 

G7 LAB LLC IS A FULL SERVICE LABORATORY WHICH INTENDS TO PERFORM TESTING ON 
MEDICINAL AND RECREATIONAL/ADULT USE CANNABIS AS MANDATED BY CANNABIS CO
MMISSION OF STATE OF MA, AFTER OBTAINING ALL REQUIRED PERMITS FROM LOCAL AN
D STATE AUTHORITIES. THE SERVICE PROVIDED WILL BE TESTING SERVICES FOR GROWER
S, RMDS, OR ANY OTHER APPLICABLE VENDORS WANTING TO TEST CANNBIS AS PER CAN
NABIS COMMISSIONS GUIDELINE AND REGULATIONS. 

4. The latest date of dissolution, if specified:  

5. Name and address of the Resident Agent: 
Name: SHANKAR P. GAUTAM 
No. and Street:  99 POND AVE  

408 D 
City or Town: BROOKLINE State: MA   Zip:  02445 Country: USA 

I,  SHANKAR P. GAUTAM resident agent of the above limited liability company, consent to my appointment 
as the resident agent of the above limited liability company pursuant to G. L. Chapter 156C Section 12. 

6. The name and business address of each manager, if any:  
 

 

Title Individual Name 
First, Middle, Last, Suffix 

Address (no PO Box) 

Address, City or Town, State, Zip Code 
MANAGER  SHANKAR P. GAUTAM          410 GREAT ROAD SUITE 225 

LITTLETON, MA 01460 USA  

MA SOC   Filing Number: 201970699610     Date: 2/18/2019 1:24:00 PM



7. The name and business address of the person(s) in addition to the manager(s), authorized to execute 
documents to be filed with the Corporations Division, and at least one person shall be named if there are no 
managers.  
 

 

Title Individual Name 
First, Middle, Last, Suffix 

Address (no PO Box) 

Address, City or Town, State, Zip Code 
SOC SIGNATORY  PRATIMA BHATTARAI          410 GREAT ROAD SUITE 225 

LITTLETON, MA 01460 USA  

8. The name and business address of the person(s) authorized to execute, acknowledge, deliver and record 
any recordable instrument purporting to affect an interest in real property:  
 

 

Title Individual Name 
First, Middle, Last, Suffix 

Address (no PO Box) 

Address, City or Town, State, Zip Code 
REAL PROPERTY  SHANKAR PRASAD GAUTAM          410 GREAT ROAD SUITE 225 

LITTLETON, MA 01460 USA  

9. Additional matters:  

SIGNED UNDER THE PENALTIES OF PERJURY, this 18 Day of February, 2019,  
SHANKAR P. GAUTAM  

(The certificate must be signed by the person forming the LLC.)  
 
 

 
© 2001 - 2019 Commonwealth of Massachusetts  
All Rights Reserved    



 
 
 

 

THE COMMONWEALTH OF MASSACHUSETTS 

 

I hereby certify that, upon examination of this document, duly submitted to me, it appears 

that the provisions of the General Laws relative to corporations have been complied with, 

and I hereby approve said articles; and the filing fee having been paid, said articles are 

deemed to have been filed with me on: 

 

 

 

 

 

WILLIAM FRANCIS GALVIN 

Secretary of the Commonwealth 

February 18, 2019 01:24 PM
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The Commonwealth of Massachusetts 
William Francis Galvin 

Minimum Fee: $100.00 

Secretary of the Commonwealth, Corporations Division 
One Ashburton Place, 17th floor 

Boston, MA 02108-1512 
Telephone: (617) 727-9640   

Certificate of Amendment      
(General Laws, Chapter ) 

  

Identification Number:  001369282 

The date of filing of the original certificate of organization:   2/18/2019 

1.a. Exact name of the limited liability company:  G7 LAB LLC 

1.b. The exact name of the limited liability company as amended, is:  G7 LAB LLC  

2a. Location of its principal office: 
No. and Street:  160 AYER RD  

UNIT 3 
City or Town: LITTLETON State: MA   Zip:  01460 Country: USA 

3. As amended, the general character of business, and if the limited liability company is organized to render 
professional service, the service to be rendered:  
 

4. The latest date of dissolution, if specified:  

5. Name and address of the Resident Agent: 
Name: SHANKAR P. GAUTAM 
No. and Street:  99 POND AVE  

408 D 
City or Town: BROOKLINE State: MA   Zip:  02445 Country: USA 

6. The name and business address of each manager, if any:  
 

 

Title Individual Name 
First, Middle, Last, Suffix 

Address (no PO Box) 

Address, City or Town, State, Zip Code 
MANAGER  SHANKAR GAUTAM          160 AYER RD 

LITTLETON, MA 01460 USA  

7. The name and business address of the person(s) in addition to the manager(s), authorized to execute 
documents to be filed with the Corporations Division, and at least one person shall be named if there are no 
managers.  
 

 

Title Individual Name 
First, Middle, Last, Suffix 

Address (no PO Box) 

Address, City or Town, State, Zip Code 
SOC SIGNATORY  PRATIMA BHATTARAI          160 AYER RD 

LITTLETON, MA 01460 USA  

8. The name and business address of the person(s) authorized to execute, acknowledge, deliver and record 

MA SOC   Filing Number: 202056900550     Date: 1/27/2020 1:04:00 PM



any recordable instrument purporting to affect an interest in real property:  
 

 

Title Individual Name 
First, Middle, Last, Suffix 

Address (no PO Box) 

Address, City or Town, State, Zip Code 
REAL PROPERTY  SHANKAR PRASAD GAUTAM          410 GREAT ROAD SUITE 225 

LITTLETON, MA 01460 USA  

9. Additional matters:  

10. State the amendments to the certificate:  
ADDRESS CHANGE OF PRIMARY BUSINESS AND LAB LOCATION 

11. The amendment certificate shall be effective when filed unless a later effective date is specified:  
1/28/2020 

SIGNED UNDER THE PENALTIES OF PERJURY, this 27 Day of January, 2020,  
SHANKAR GAUTAM , Signature of Authorized Signatory. 
 

 
© 2001 - 2020 Commonwealth of Massachusetts  
All Rights Reserved    



 
 
 

 

THE COMMONWEALTH OF MASSACHUSETTS 

 

I hereby certify that, upon examination of this document, duly submitted to me, it appears 

that the provisions of the General Laws relative to corporations have been complied with, 

and I hereby approve said articles; and the filing fee having been paid, said articles are 

deemed to have been filed with me on: 

 

 

 

 

 

WILLIAM FRANCIS GALVIN 

Secretary of the Commonwealth 

January 27, 2020 01:04 PM

MA SOC   Filing Number: 202056900550     Date: 1/27/2020 1:04:00 PM
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1. Purpose  
The purpose of this procedure is to establish qualification criteria and define an internal training 
program and to ensure the competency of laboratory personnel. Training and training 
verification are key factors for successful laboratory operations. 
 

2. Scope  
This training procedure is used to ensure that training has taken place with each employee for 
procedures and methods that the employee performs. The procedure applies to on-the-job 
training, in-house training and new-hire training. The training is verified and recorded. The 
training procedure is applicable to new employees, for the introduction of new procedures and 
methods, for retraining of employees, and for reverification of employee performance. 
 

3.  Responsibili ty  
 

A. Laboratory Management  
1. Ensures implementation of training procedure.  
2. Responsible for the evaluation, training and growth of the technical and quality related 

skills of employees by establishing training schedule and rotation for all new employees 
and by ensuring personnel receive training and demonstrate competence.  

3. Maintains employee training records electronically in media lab compass module.  
4. Ensures proper supervision of trainees until training completed.  
5. Ensures training records are complete.  
6. Monitors employee performance to identify the need for retraining or additional 

continuing education.  
7. Identifies training needs resulting from new or revised procedures and processes.  
8. Authorizes personnel to perform specific laboratory activities.  
9. Ensures and records continued competency of employees.  
10. Has relevant knowledge of the technology, methods and procedures used, purpose of 

each test, and an understanding of the significance of deviations found with regard to 
the normal use of the items, materials, products, etc. concerned within their area of 
responsibility. 

11. Ensures training is conducted and recorded for quality management system policies 
and procedures. 
 

B. Staff 
�x Completes required training within specified timeframe.  
�x  Becomes and stays knowledgeable in procedures and methods performed, NOTE: 

Employees are responsible for self-training, through reading current literature and 
technical papers.  

�x Ensures all mandated training, is completed and certificate submitted to Management or 
Technical Manager.  
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�x  Reads and complies with standards, regulations, policies, procedures, and work 
instructions. 

 
4. Background  

None  
 

5. Qualification  
 The required qualification for laboratory staff is as follows: 
  5.1.1 Technical Manager/ Quality Manager  

Associate Degree in Natural Science (Biology, Chemistry, Physics) or 5-year 
experience in an analytical testing Laboratory certified by EPA, ISO or 
international Agency recognized in USA.  
 

  5.1.2 All other Laboratory Staff  
   High School Diploma 
 
6. Procedure  

6.1. Training and Competency Requirements  
 

Before starting any work-related duties, the employee will be familiar with work related 
documents. These documents include procedures, work instructions, applicable 
manuals and regulations. Employees undergoing training are supervised until training is 
completed and competency demonstrated.  

 
A. Training requirements are outlined and documented on the basis of the position description 

of duties and responsibilities.  
B. Training and competency are determined by the employee’s educational qualifications, 

experience, complexity of the test method, and knowledge of the test method performed.  
C. The employee will not perform any procedure, inspection, or method until all applicable 

training has been completed and competency demonstrated.  
D. Employees may request training related to their duties. Included in these services are 

online courses, borrowing books from the laboratory and web-based courses.  
E. Employees submit records to supervisor and/or Technical manager for filing upon 

completion of training.  
F. Training and competency records shall be maintained electronically using media lab 

compass module.  
G. The effectiveness of training is evaluated by but not limited to reviews performed by 

management and performance evaluations. 
 
6.2. Training Technique  
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A. The training process for technical procedures such as laboratory analysis consists of the 
following steps: 
 
1. Trainee reads the laboratory procedures, work instructions, or other applicable 

documents. 
2. Trainee observes demonstration of the procedure by a trainer.  
3. Trainee performs the procedure under observation by a trainer.  
4. Trainee successfully completes the procedure independently. 

 
B.  The training process for non-technical procedures includes, but is not limited to: 

1. Reading laboratory procedures,  
2. Instructions,  
3. Demonstrations,  
4. Lectures and discussions,  
5. Self-study,  
6. Computer-based training,  
7. Viewing videos, and  
8. Manufacturer’s training or demonstration.  

 
C. An employee’s performance is verified by measurement against a defined performance 

standard. The measures used to verify an employee’s performance are assessment tools. 
 
6.3 Assessment tools    
 
A. Administration of a Written Evaluation: Written evaluations can be used in areas where 

verification of a participant’s knowledge is desired. Knowledge of theory or principles, 
problem-solving ability, logical sequence used, and independent or group decision making 
may be ascertained.   

B. Observation of Procedure, Process, or Outcome: Observation by a trainer of an employee 
performing or demonstrating a procedure.  

C. Verification of Response to Situational Problems or Calculations Related to the Procedure: 
Example circumstances include resolution of a posed and procedure-related situational 
problem or recommendation of procedure-related course of action that is consistent with 
policies and regulations.  

D. Response to Oral Queries Related to a Step or Procedure: Answers provided by the 
employee to questions asked by trainer.  

E. Testing Blind QC Samples: Employees are unaware when blind test samples are assigned. 
They appear identical to other samples, are in routinely used containers, and are from a 
similar source. The intent is to provide simulated samples to measure realistic analytic 
conditions. This tool assesses all phases of laboratory performance.  



  
 

 

G7 Lab LLC  
160 Ayer Rd, Unit 3  
Littleton, MA 01460  
Manual: G7 Lab General   

Document Number :  

G7Gen03 

Revision #:  01  

Revision Date:  
 

Title:    Personnel Qualification Training and Competency Management  
 

 

Page 4 of 9  

4 

F. Testing of Known Samples:  Participants know and often plan for known testing events, 
such as external proficiency surveys and commercially prepared quality control samples. 
Samples for quality assurance or quality control purposes are identified immediately upon 
receipt in the laboratory. It is considered a waste of time and resources to conduct more 
careful handling and analysis on these samples or perform duplicate testing. This tool 
assesses the analytical phase only.  

G.  Testing Previously Analyzed Samples: Duplicate or replicate testing provides accessible 
internal comparisons and contributes to the validation of the analytic phase. These sources 
may be previously tested samples, samples of known constituents, and already reported 
proficiency testing samples. This tool assesses the analytical phase only. 
 

 
 
 
6.4. Demonstration of Competency    
 
A. Competency assessment is one method to verify that analysts are competent to perform 

testing and report accurate and timely results. 
B. To be competent, an analyst must know how to perform a test, have the ability to perform 

the test, be able to perform the test properly without supervision, and know when there is a 
problem with the test that must be solved before reporting results.   

C. The major technologies (at minimum the items on accreditation scope) require 
demonstration of initial and ongoing competency by any of the following tools: 

1. Direct observation of test performance and instrument maintenance and function 
checks 

2. Monitoring the recording and reporting of results 
3. Review of intermediate checks, QC results, proficiency test results 
4. Assessment of test performance through external/internal PT’s 
5. Samples analyzed; Method validations; Accuracy/Precision on lab control samples 

D. Records of at least four separately prepared, separately analyzed, nonconsecutive 
laboratory control samples with acceptable levels of precision and accuracy. This is 
required for all initial demonstrations of capability. 

E. After initial demonstration of capability, acceptable analysis of a proficiency test sample or 
four passing laboratory control sample (LCS) samples from routine analyses are valid as an 
ongoing demonstration of capability 

 
6.5. Authorization of Personnel  
A. Laboratory management authorizes personnel to perform specific laboratory activities as 

defined in local policies and procedures.  
B. When personnel are authorized for a portion of a method, the training records must indicate 

which parts of the method the employee has received training.   
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6.6. Training and Competency Records  

 
A. Training and competency records are maintained electronically on media lab competency 

module. 
B. Training records should include a description of the training, the trainee name, the trainer, 

dates of training, and indication of successful completion. Training records are archived for 
exiting employees. Examples of training records:  
 
1. Completed training checklist prepared internally for procedure.  
2. Completed blind quality control (QC) samples, proficiency surveys, acceptable preparation 

and analysis of QC samples.   
3. Completed written evaluations.  
4. Signed acknowledgment of reading assigned procedural documents.  
5. Attendance sign-in sheets for in-house training.  
6. A certificate from manufacturer’s training courses, computer-based classes, and 

committees served   
7. Submission of technical papers and handouts of presentations given.  
8. College transcripts for courses taken, licenses, memberships held, and special conferences 

attended.  
9. Completed paperwork on safety briefing, orientation modules, and in- or out-processing 

steps for new hires or those leaving the organizational unit.  
 

6.7. Retraining and Reverification   
 

6.7.1. Retraining :  
A. Employees will be retrained whenever significant changes occur in policies, values, goals, 

procedures, processes, and methods or instruments. 
B. Employees will be retrained when the level of performance is unsatisfactory. 

 
6.7.2. Reverification :  
A. Reverification occurs when employees attend required courses, continuing education, 

presentations, workshops, conferences, and scheduled training either in house or 
manufacturer’s training.  

B. Performance reverification occurs when proficiency surveys, blind QC samples, or 
duplicate testing are submitted. 
 

6.8. Required Training  
 
All employees and laboratory staff members are to undergo training in a number of 
procedures, policies and practices upon entry of employment and during their career.  What 
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follows are types of required training and they may vary from employee to employee based on 
duties. 
 
6.8.1. Facility Orientation  

A. New employees completing required administrative forms as part of initial processing; 
and  

B. Introduction to co-workers, personnel policies, working conditions, daily routine, 
issuance of manuals, quality assurance system and any miscellaneous matters. 

 
6.8.2. Safety Training (may include the following topics) :  

A. Hazard communication standard (Right to Know),   
B. Universal precautions,    
C. Exposure control plan,   
D. Medical surveillance program,  
E. Personal protective equipment,  
F. Security briefing, 
G. Safety briefing,   
H. Radiation protection training,  
I. Fire extinguisher training,  
J. Emergency evacuation,  
K. Safety practices in the laboratory,  
L. Chemical Hygiene, and  
M. Hazardous Waste Management that includes annual training on handling, storage, and 

disposal of hazardous materials  
 
6.8.5. Quality Man agement System training   
Examples include:  

A. MediaLab Training  
B. Introduction to the Quality Management System  
C. Root Cause and Corrective Action procedures 

 
6.8.7. Other Training   

Often laboratory staff has an opportunity to attend auxiliary training when available and 
resources permitting.  This type of training includes:   

A. Attendance at presentations, courses, conferences; and  
B. Computer courses such as in-house training, instructional, and manufacturer’s training 

on software in use such as Microsoft Word and Excel, ChemStation, and Outlook.  
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7. Glossary/Definitions   

A. FV/PM – Function Verification/Preventive Maintenance.  

B. Procedure – This is a description of the sequence of steps leading to a defined 
outcome or product. A procedure can be technical or administrative.  

C. Retraining – Retraining is required when assessments show less than 
satisfactory performance or whenever significant changes occur in procedures or 
processes.  

D. Reverification – This is a process that ensures employees remain at an 
acceptable level of performance.   

E. Trainer – Trainers are persons that are knowledgeable in and regularly perform 
the procedures in which they instruct others. Necessary attributes include good 
verbal skills, demonstrated attention to detail, and objectivity.  

F. Training Methods - The process of training and criteria for success are defined.  

G. Training checklist – The training checklist is prepared from the procedure by 
defining all steps to perform a procedure for the verification of employee’s 
competency.  

H. Training Verification – This is a systematic approach to demonstrate that the 
training outcome is successful.    

8. Records   

Training and competency management files and records are recorded and managed 
electronically in media lab compass module. 
  

9. Appendix  

None  
 

10. References  
A. Quality Assurance Program Plan for Analytical Testing Laboratories Performing 

Analyses of Finished Medical Marijuana Products and Marijuana-Infused Products in 
Massachusetts, Massachusetts Department of Public Health, Version 5.0 May 
15,2018 

B. FDA staff manual. Guide 3120.1 Personnel – Staff Development and Training  

C. ISO/IEC 17025:2017, General requirements for the competence of testing and 
calibration laboratories, Section 6.2.  

D. AOAC International Guidelines for Laboratories Performing  
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E. Microbiological and Chemical Analysis of Food, Dietary Supplements, and 
Pharmaceuticals – An Aid to Interpretation of ISO/IEC 17025:2017; August 2018.  
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1. Introduction  

This Laboratory Manual of Quality Policies has been prepared to meet the  
requirements for laboratory accreditation of the International Organization for 
Standardization/International Electrotechnical Commission (ISO/IEC 17025:2017) and 
Cannabis Control Commission of MA (CCC) requirement for Certification and or 
registration of G7 Lab LLC(G7) as an Independent Testing Laboratory for Testing 
Cannabis plant flower, Cannabis infused products or any cannabis related testing. 

This manual is directly based on FDA manual of Quality Policies for ORA regulatory 
Laboratories. 

2. Controlled Distribution of the Quality Manual  

The management of G7 is responsible for maintaining the official master copy of the 
Laboratory Manual which contains the Laboratory Quality Assurance Manual. This 
Manual consists of Laboratory Manual of Management Requirements and, ISO 
17025:2017 Laboratory Procedures. Biennial review is coordinated by the 
management. All the laboratory procedures, Standard Operating Procedure (SOP), 
manuals, policies will be maintained via document control module of Media Lab INC. 
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3. Quality Policy Statement  

G7 is committed to providing testing that meets both the needs of the customers, CCC 
and the requirements of ISO/IEC 17025:2017 and to continually improve the 
effectiveness of the management system. Testing results are reported within stated 
limits of accuracy, precision, and detection limits as described in the methods used for 
analysis.   

3.1. Management System Objectives  

A. The primary objective of the management system established by G7 is to assure the 
accuracy and precision of laboratory results so that they will be reliable, 
interpretable, repeatable, and defensible.  Data quality objectives are described in 
the terms of:  

1. Accuracy 

2. Precision 

3. detection and quantitation limits,   

4. timeliness, and  

5. comparability.  

B. Second, strive to meet or exceed the CCC, ISO/IEC 17025:2017 requirements, local 
regulations if applicable and customer’s needs and expectations.  

C. Third, maintain G7s’ reputation for quality by fostering continuous process 
improvement and problem prevention.  

These objectives are considered as part of the reviews performed by management.  

3.2. Management System Awareness and Implementation  

The management system documents and test methods are included as training 
elements in the laboratory’s training program addressed in the laboratory training 
procedure. This ensures that staff is familiar with quality documentation and implement 
the quality policies and procedures in their work. See G7 Gen 3.0 Personnel Training 
and Competency Management.   

4.  General Requirements  

4.1. Impartiality  

4.1.1. To avoid conflicts of interest, pressures, and influences, G7. employees will be 
familiar with and observe the standards Set by G7, the requirements of CCC, and 
ISO 17025:2017.  

4.1.2. Risks to impartiality are continuously reviewed and eliminated or minimized to ensure 
there is no compromise to the objectivity of staff engaged in laboratory activities. 
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Two core concepts are embodied in these principles: (a) Employees shall not use 
laboratory for private gain, (b) and employees shall act impartially and not give 
preferential treatment to any private organization or individual.  

4.1.3. Risks to impartiality may be identified during required routine disclosures by 
employees or during audits. When laboratory employees or processes pose a risk 
to impartiality, an assessment is made of the nature of the risk and appropriate 
corrective actions are taken by the laboratory management.  

4.2. Confidentiality  

4.2.1.   All G7 staff certify their agreement to abide by G7’s confidential information Policy. 
Contract employees are required to sign this form as well. This form certifies their 
agreement to abide with G7’s confidentiality requirements which are also included in 
purchasing agreements, as needed, with vendors performing work in areas where 
laboratory work is performed. 

4.2.2. G7 does not release confidential information to external parties. Information is 
released only to CCC, the customer or designated representative and local or State 
law enforcement if required or relevant. 

4.2.3. Reports of information and data are transmitted and filed in accordance with official 
policies. Most reports are only transmitted internally within the laboratory, except as 
required by law or regulation. Information is released only to CCC, the customer or 
designated representative.  

4.2.4. G7 is a controlled-access building to further ensure protection of data. Visitors to G7 
are escorted by Lab Agents beyond reception area and allowed only in areas 
approved by security protocols in place to ensure no customer information is 
compromised.  Additionally, employees are committed to properly keep and use 
confidential information obtained or witnessed during their duties.  

5. Structural Requirements  

5.1. Laboratory as a legal Entity  

G7 is a Limited liability company registered in The Commonwealth of Massachusetts 
with the secretary of the Commonwealth. The Laboratory is required to follow the CCC 
regulations in 935 CMR as applicable to Independent Testing Laboratory, ISO/IEC 
17025:2017 and all applicable local regulation. 

5.2. Management Responsible for Laboratory  

The Technical Manager (TM) is responsible for establishing the organization’s 
commitment to the management system, implementing it, and delegating responsibility 
for its accomplishment.  
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The Technical manager is also responsible for issuing policy and procedures and 
monitoring their implementation.  

Laboratory management, Technical manager and laboratory staff are responsible for 
ensuring that analytical activities meet the requirements of the CCC, ISO17025:2017, 
regulations in 935 CMR 500 and local regulations. In addition, each person involved in 
the generation of data is part of the management system.  

5.3. Scope of Accredited Laboratory Activities  

Laboratory activities encompass all processes from the review of vendG7 for external 
products and services to sample, equipment, supply, and data handling and reporting 
within the laboratory. G7 will have documented training, proficiency, and method 
validation and verification programs in place. To ensure consistency in these processes 
controlled, approved documents are maintained to provide guidance in all processes 
and records retained to recreate processes, if needed.  These also provide the basis to 
evaluate risks and improvements where gaps are identified through nonconformances, 
complaints, and annual management review of the inputs and outputs of operations.   

5.4. Laboratory Requirements  

The intent of G7 is to operate testing laboratory per the following requirements:  

A. 935 CMR 500  

B. ISO/IEC 17025:2017,  

C. Massachusetts Department of Public Health (MDPH) 

D. G7’s compliance programs and assignments,  

E. State and local laws and regulations, and  

F. Accreditation requirements.  

5.5. Laboratory Organizational Structure and Procedures  

5.5.1. G7 being a small laboratory The TM and Quality Manager’s (QM) responsibility is 
carried out by the TM as allowed by the QAPP manual of MDPH. The organization 
and the relationship among the laboratory staff are reflected in the laboratory’s 
organizational chart maintained by the laboratory.  These charts provide 
relationships between management, technical operations, and support personnel. 
The chart is presented as follows: 
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Figure 1. organizational Chart, TBD=To be Dependent 

 

 

5.5.2. The laboratory has managerial staff with the authority to discharge their duties as 
reflected in the prepared job descriptions by the laboratory. This authority includes 
the implementation, maintenance, and improvement of the management system.   

Job responsibilities and position description for laboratory employees are 
documented in the document control management system. All documents are 
controlled and managed in media lab document control system. 

5.5.3. The laboratory management system is outlined in the following documents:  

A. Quality Assurance Manual,  

B. Written procedures,  

C. Work Instructions,  

D. References, and  

E. Forms and records.  

This management system is established to address the requirements in ISO/IEC 
17025:2017 and CCC 935 CMR 500. G7 establishes and maintains documents per the 
procedure for document control. The documents listed above are accessible to all 
laboratory personnel and are included in the laboratory’s training program.  

CEO/Technical & 
Quality Manager 

Shankar P. Gautam 

Technologist 
II 

TBD 

Technologist  
II

TBD 

Courier 

TBD

Courier

TBD

CFO/VP
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5.6. Personnel Responsibilities and Authority  

Laboratory personnel are aware of their roles and contributions in the management 
system and of its objectives through regularly scheduled training provided by the 
management.  Laboratory personnel irrespective of other responsibilities have the 
authority and resources to carry out their duties.  

5.6.1. General roles and responsibilities for laboratory personnel are summarized as 
follows:  

F. Technical Manager   

1. Ensures that the management system is established, implemented, and 
maintained in conformance with the requirements of ISO/IEC 17025:2017, 
CCC and local regulations. 

2. Advocates and coordinates quality improvements to the management 
system.  

3. Oversee technical functions.  

4. Ensure compliance with the requirements of ISO/IEC 17025:2017.  

5. Ensure management system procedures, applicable standards, 
specifications, and regulations are followed.  

6. Ensure that qualified, skilled, and trained personnel and other resources are 
available.  

7. Ensure that products and services satisfy customer requirements.  

G. Laboratory staff  

1. Ensure the quality of their work.  

2. Operate in conformance with the requirements of the management system.  

5.6.2. All laboratory employees have the authority and are encouraged to identify and 
report deviations from the management system or procedures for laboratory 
activities.  

5.6.3. All laboratory employees contribute toward initiation of actions to minimize such 
deviations or provide input toward improvement to the system. These actions are 
monitored and reviewed by laboratory management.   

5.6.4. The laboratory Technical Manager is responsible for monitoring the laboratory’s 
management system and reporting its performance and any need for improvement 
to laboratory management.  
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Laboratory Management is responsible for the technical operations of the laboratory. 
Resources for training, laboratory methods, measurement traceability, and purchasing. 
Qualified laboratory personnel are assigned to serve in the absence of key managerial 
personnel, such as Laboratory Technical Manager to maintain unbroken continuation of 
operations. In addition, the laboratory has an active and executable contingency plan 
for the Continuity of Operations (COOP) in place with effectiveness drills enacted at 
least once each year.   

5.7. Communication and Integrity of the Management System  

     5.7.1. Effective communication from management occurs through, but is not  
limited to, huddles, memos, newsletters, electronic presentations, emails, or 
verbally to laboratory personnel regarding the effectiveness of the management 
system and the importance of meeting statutory, and regulatory requirements. 
 

5.7.2. The management system process and procedures as defined in this manual maintain 
the integrity of the management system when changes such as a change in the 
structure of the organization or management, or a change is a policy or procedure 
are made.  

6. Resource Requirements  

6.1. General  

Personnel, facilities, equipment, systems and support services necessary for the 
management and performance of laboratory activities are evaluated and put in place to 
ensure defensible data and conformity to the requirements of ISO/IEC 17025:2017 
General requirements for the competence of testing and calibration laboratories.  

The sections following below address the facts affecting the correctness and reliability 
of the tests performed by a laboratory. These facts include contributions from:  

A. Personnel (G7 Lab Gen 02, Personnel Training and Competency Management),  

B. Facilities and environmental conditions (G7GEN06 Facilities and Environmental 
Conditions),  

C. Equipment G7GEN08 Equipment 

D. Metrological traceability (G7GEN09 Methods, Method Verification and Validation  

E. Externally provided products and services  
F. The procedures listed in each section address these facts.  

6.2. Personnel  

6.2.1. Personnel  
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All laboratory personnel that could influence laboratory activities act impartially, are 
competent, and perform their work according to the laboratory’s management system.  
These positions include, but are not limited to: supervisors and managers, laboratory 
support staff, sample custodians, and administrative management staff.  

6.2.2. Competence Requirements  

Competence is based on education, experience, demonstrated skills, and training. Staff 
records contain the documentation of personnel education, qualification, experience, 
technical knowledge, skills, and training for the position held.   

Skills of personnel are based upon demonstration of competence. Competency 
requirements for each function influencing the results of laboratory activities are 
documented in the laboratory’s training documents.  This demonstration is to be 
completed successfully before laboratory personnel generate data independently.  The 
effectiveness of personnel training is documented in, but not limited to management 
reviews, internal audits, external assessments, proficiency testing, and performance 
evaluations.  

6.2.3. Personnel Competence  

Laboratory management ensures that laboratory personnel have the competence to 
perform their duties and to evaluate the significance of deviations.   

Trainees undergo a training program in accordance with the laboratory’s training 
documents. Trainees perform procedures when training and competency has been 
demonstrated. The documented demonstration of competence is an exercise that the 
trainee performs independent of supervision. The trainee is considered competent after 
the specified criteria have been successfully met. Please refer to G7 GEN03 Personnel 
Training and Competency Management Procedure for further details on training and 
competency management. 

6.2.4. Communication of Duties, Responsibilities and Authorities  

Job duties, responsibilities and authorities for laboratory employees are documented in 
the management system procedures and operating instructions.   

Position descriptions are maintained by G7 in media lab document control module 
electronically.  The laboratory maintains active job descriptions for managerial, 
technical, and key support personnel involved in laboratory activities. Job descriptions 
are established based on current duties and technologies utilized.  

The laboratory employees involved in laboratory activities have access to consensus 
standards, instrument manufacturers’ manuals, and laboratory procedures for 
reference.   
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Effective communication from management occurs through, but not limited to, memos, 
newsletters, electronic presentations, emails, or verbally to laboratory personnel 
regarding the effectiveness of the management system.  

6.2.5. Personnel Procedures  

A. The procedure for determining competence requirements are defined in the 
laboratory’s documents and G7 GEN03Personnel Training and Competency 
Management.  

B. G7 maintains the hiring procedures for the Laboratory.  G7GEN11 Hiring 
Procedure describes the selection procedures.  

C. The individual and management are jointly responsible for the setting, the 
pursuit, and achievement of educational goals for professional advancement.  
The annual performance evaluation process can be used by the individual to 
discuss career advancement and training possibilities. By using this process, 
individuals can identify areas of study and request training oriented towards the 
attainment of their goals.   

D. Training needs are identified in accordance with the analyst’s background (e.g. 
Chemist, Microbiologist). In-house training is conducted per laboratory’s training 
procedure. Present and anticipated tasks of the laboratory are addressed in the 
planning of special training modules.  

The management system documents and test methods are included as training 
elements in the laboratory’s training program addressed in the laboratory 
training procedure. This ensures that staff is familiar with quality documentation 
and implement the quality policies and procedures in their work.   

E. The laboratory utilizes the skills and talent of both full-time employees and 
contract personnel. The requirements of the management system are 
administered equally to both categories. No differentiation is made between the 
two categories of workers. Supervision, training, and competence are 
documented for all technical and key support personnel.  

Trainees do not perform regulatory work until competent as per the laboratory 
training program.   

F. Personnel are authorized to perform specific laboratory activities according to 
section 6.2.6 and local documents.    

G. Personnel competency is monitored through onsite reviews, reporting and 
worksheet write-ups, demonstration through documentation of the required 
instrument maintenance and function checks, results obtained on proficiency 
test samples, number of samples analyzed satisfactorily and QC samples within 
established criteria.  
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6.2.6. Personnel Authorization  

The Laboratory Management authorizes personnel to perform specific laboratory 
activities, including but not limited to:  

A. Development, modification, verification and validation of methods;  

B. Analysis of results, including statements of conformity or opinions and 
interpretations;   

C. Report, review and authorization of results;  

Records of authorizations, demonstration of competence, education, training, and 
experience are maintained by the laboratory electronically in media lab competency 
module and dated. Training files are maintained and include these records.  

Related Procedures/References  

•  G7 Lab Gen 02 Personnel Training and Competency Management  

6.3. Facilities and Environmental Conditions  

6.3.1. Suitability of Facilities and Environmental Conditions  

The laboratory environmental conditions facilitate the correct performance of 
analytical testing. Examples of environmental influences are energy sources, 
lighting, biological sterility, dust, humidity, and temperature. The laboratory monitG7 
critical environmental conditions to ensure that results and the quality of the 
measurement are not adversely affected or invalidated.  

6.3.2. Documentation of Requirements for Facilities and Environmental Conditions  

Test methods and environmental monitoring procedures used by the laboratory include 
instructions addressing applicable environmental conditions.  

6.3.3. Monitoring, Controlling and Recording Environmental Conditions  

Environmental conditions requiring monitoring include, but are not limited to:  

A. room temperature and humidity,  

B. biosafety hoods and laminar flow hoods,  

C. metal contamination on benches and hoods in laboratories performing metal 
analysis,  

D. microbiological contamination on bench surfaces and hoods in microbiology 
benches 

Where environmental controls are needed, the environmental conditions are recorded.  
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Testing activities are stopped when the environmental conditions invalidate the test 
results or adversely affect quality control. Monitoring activities are conducted as part of 
the laboratory test or calibration methods.  

6.3.4. Measures to Control Facilities  

The following measures to control facilities are implemented, monitored and periodically 
reviewed:  

A. Access and use of areas affecting laboratory activities  

Laboratories are limited access areas. Access and use are controlled by, but is 
not limited to:  

1. issuance of keycards for entrance,  

2. escorting visitG7,  

3. issuance of identification badges, and  

B. Housekeeping  

Laboratory areas are maintained clean and orderly to prevent contamination of 
samples and to facilitate the efficiency of laboratory operations.  
The laboratory’s Chemical Hygiene Plan(G7GEN06) and Hazardous Waste 
Management Plan (G7GEN13) include measures taken to ensure good 
housekeeping in the laboratory.   

C. Cross-contamination  

Separate areas are maintained for incompatible activities. Measures taken to 
prevent cross-contamination include, but are not limited to:  

1. chemistry laboratories are separated from microbiology laboratories,  

2. sample receiving, and storage are conducted in designated areas,  

3. separate storage for standards and reference materials, and  

4. media preparation and sterilization are separated from work areas.   

Related Procedures/References  

• G7GEN 10 Facilities and Environmental Conditions.  

• G7GEN06 Chemical Hygiene Plan.  

• G7GEN13 Hazardous Waste Management Plan.  

6.3.5. Work Performed Outside the Laboratory’s Permanent Control  

The laboratory staff are not authorized to perform laboratory activities at sites outside of 
the laboratory’s control, facility. 
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6.4. Equipment  

6.4.1. Access to Laboratory Equipment  

The laboratory has sample preparation, measurement and test equipment for the 
correct performance of the tests and calibrations. The laboratory also has ancillary 
equipment for processing samples and for processing data.   Also see section 6.5 
Metrological Traceability.  
The laboratory purchases the equipment. Maintenance contracts are established as 
needed. In those cases where the laboratory leases equipment it has direct control 
concerning its use. Leased equipment is managed in the same manner as purchased 
equipment according to the management system requirements.  

G7 maintains an equipment inventory of all laboratory equipment used to perform 
regulatory testing.    

6.4.2. Equipment Outside the Laboratory’s Permanent Control  

If for any reason equipment leaves the direct control of the laboratory the  
laboratory ensures the equipment requirements are met before using the equipment.  
 

6.4.3. Procedure for Handling, Transport, Storage, Use and Planned Maintenance of 
Equipment  

The laboratory has procedures G7GEN08  Equipment for the safe handling, transport, 
storage, use and planned maintenance of equipment to ensure proper functioning and 
to prevent contamination or deterioration.  

6.4.4. Verification of Equipment Prior to Being Placed or Returned into Service  

The equipment performance is verified, and verification records are maintained. 
Equipment is to meet the laboratory's testing parameters and conform to standard 
specifications before being placed or returned into service.  

Procedures for equipment verification are provided in G7GEN08 Equipment.  

6.4.5. Equipment Accuracy/Uncertainty  

Equipment and its software used for testing are to achieve the accuracy expected, 
measurement uncertainty required, and comply with specifications of the testing 
concerned.    

The uncertainty contributions are addressed in G7GEN 20 Estimation of Uncertainty of 
Measurement.  

6.4.6. Equipment Calibration  
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Measuring equipment is calibrated when the measurement accuracy or uncertainty 
affect the reported results and/or calibration of the equipment is required to establish 
metrological traceability of the reported result.  

Procedures for equipment calibration are provided in procedure G7GEN08 Equipment  

6.4.7. Calibration Program  

The equipment calibration program is defined in G7GEN15 Measurement Traceability.  
These procedures are reviewed and revised according TO G7GEN 24 Document 
Control and Management.  

6.4.8. Calibration Status  

Equipment under the control of the laboratory and requiring calibration, or having a 
defined period of validity, is labeled or coded to indicate the calibration status or period 
of validity. Alternatively, equipment calibration status may be identified in an associated 
record to indicate the status of calibration.  

6.4.9. Out of Service  

Equipment that has been subjected to overloading or mishandling, gives suspect 
results, or has been shown to be defective or outside specified limits, is taken out of 
service. It is isolated to prevent its use or clearly labeled or marked as being “Out of 
Service” to prevent its use until it has been repaired and shown by calibration or test to 
perform correctly.  

6.4.10. Calibration Confirmation  

Intermediate calibration confirmation checks are performed to maintain confidence in 
the calibration status of the equipment.   

Metrological confirmation for reference standards and reference materials included in 
the calibration program is conducted according to a schedule addressed in the 
procedure in G7GEN08 Equipment. The confirmation is conducted to maintain 
confidence in the calibration status of reference standards and reference materials.  

6.4.11. Correction Fact or  

Where calibrations give rise to a set of correction factor, these factors are updated and 
implemented to meet specified requirements.  

6.4.12. Safeguards  

Test and calibration equipment, including both hardware and software, are safeguarded 
from adjustments that would invalidate the test or calibration results. Safeguards are 
provided using access control to the laboratory.  



  

  
 

G7 Lab LLC  
160 Ayer Rd, Unit 3  
Littleton, MA 01460   
Manual: G7 Lab General  

Document Number:  

G7GEN 01  

Revision #: 01  

Revision Date:  
 

Title:  Laboratory Quality Assurance Manual for G7   Page 15 of 39  

6.4.13. Equipment Records  

Records are maintained of each item of equipment and its software that can influence 
laboratory activities. 

The records include at least the following items, where applicable:  

A. identity of equipment, including its software and firmware version.  

B. manufacturer’s name, type identification, and serial number or other unique 
identification;  

C. evidence of verification that equipment conforms with specified requirements;  

D. current location of the equipment;  

E. calibration dates, results and copies of reports and certificates of calibrations, 
adjustments, acceptance criteria, and the due date of next calibration or the 
calibration interval;  

F. documentation of references materials, results, acceptance criteria, relevant 
dates and the period of validity;  

G. maintenance plan and maintenance carried out to date, where relevant to the 
performance of the equipment; and  

H. details of any damage, malfunction, modification or repair to the equipment.  

6.5. Metrological Traceability  

6.5.1. Establishing and maintaining metrological trac eability  

The program for calibration of equipment demands that calibrations and measurements 
made by the laboratory are traceable to the International System of Units.  

Calibration laboratories providing calibration standards to G7 are to provide evidence of 
measurement traceability of its own measurement standards and measuring instrument 
to the SI.  This is done by means of an unbroken chain of calibration or comparisons 
linking them to primary standards of the SI units of measurement. Such primary 
standards are those used by national measurement standards.  

Calibration certificates issued by calibration laboratories are to include the 
measurement results, including the measurement uncertainty and a statement of 
conformance with an identified metrological specification.  

6.5.2. Ensuring measurement results are traceable  

A. Calibration laboratories providing services or calibration material to G7 are to 
provide documentation demonstrating measurement capability and competence 
to perform the calibration material requested.  
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B. A reference material is a homogenous and well characterized substance used 
for standardization of equipment used in the testing process. Reference 
materials are traceable to national or international standard reference materials 
(SRMs), such as National Institute of Standards and Technology (NIST), or 
certified reference materials (CRMs) from competent suppliers of reference 
materials.    

The measurement integrity of internal reference materials generated by the 
laboratory is evaluated against either standard reference materials or certified 
reference materials from an independent source when it is technically and 
economically possible.  

C. The measurement traceability to SI units may be achieved by measurements 
related to national measurement standards. National measurement standards 
may be used as primary standards that are primary realizations of the SI units or 
agreed representations of SI units. National measurement standards based on 
fundamental physical constants, or standards calibrated by another national 
metrological institute may be use as primary standards.  

6.5.3. Non-traceability of reference standards to SI units  

Calibrations that cannot provide strict measurement traceability to SI units are 
conducted such that the calibration results can provide confidence in the 
measurements made in the course of the analysis.   

6.6. Externally Provided Products and Services  

6.6.1. Suitability of Externally Provided Products and Services  

The laboratory ensures that only suitable externally provided products and services that 
affect laboratory activities are used when they are intended for incorporation into the 
laboratory’s activities and/or used to support the operation of the laboratory.  

G7 labs do not subcontract routine analyses within their scope of accreditation.  

Collaborative activities conducted with external laboratories, such as universities, are 
research in nature and do not involve the routine analysis of samples.  

Subcontracting Laboratories  

Based on workload fluctuations and resource needs, G7 may request samples 
assigned to other CCC licensed laboratories for analysis. Samples are administratively 
transferred after arrangements are made to ensure that the receiving laboratory has the 
capacity and capability to complete it in a timely manner.   

Notification of Customer  
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The performing laboratory on the certificate of analysis serves as a notice of the 
transfer.  

Laboratory Responsibility  

The laboratory to which the sample has been transferred assumes responsibility to the 
collector for the work.   

Related Procedures/References  

•   G7GEN16 Chain of Custody – Sample Handling  

6.6.2. Purchasing services and supplies  

A. G7GEN17 Purchasing and Receipt provides policies and instructions for 
procurement of supplies, materials, equipment, and services that affect the 
quality of tests. It documents the procedures for purchase, reception, and 
storage of supplies, materials, and equipment relevant to tests.   

B. Purchasing documents for items affecting the quality of laboratory output 
describe the services or supplies ordered. These purchasing documents are 
reviewed and approved for technical content prior to submission.   

Records of supplier evaluations are maintained by purchasers of laboratories 
equipment, services, and supplies.   

C. Records of unsatisfactory materials and supplies and their disposition are 
maintained.  These records establish trends in vendor performance and ensure 
that continuing quality material is accepted.  A vendor is considered 
unacceptable and is not used when the quality of product or service does not 
meet expectations or specifications.    

6.6.3. Communicating requirements to external providers  

Critical specifications and requirements are clearly described on the purchasing 
requests and are communicated to external providers by the Purchasing Agent.  These 
criteria include:   

A. The products and services to be provided;  

B. The acceptance criteria; and   

C. Competence, including any required qualification of personnel  

G7 does not subcontract routine analyses within their scope of accreditation.  

7.0 Process Requirements  

7.1. Review of Requests, Tenders, and Contracts  

7.1.1. Procedure  
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G7 develops and issues the Annual Fiscal Year (FY) Workplan for the lab. The 
workplan is based on several factors such as the budget, the number of analysts and 
amount of resources, the compliance program accomplishment goals. 

Requests not covered by compliance programs or assignments are reviewed prior to 
receipt of samples by the laboratory’s management when possible.   

The results of this process are discussed and documented as part of the laboratory’s 
annual management review.  

Subcontracting Laboratories  

 The customer requesting collaborative testing by laboratories outside of G7 is 
responsible for the work done by such labs. G7 is responsible for such work under 
these circumstances.  

Based on workload fluctuations and resource needs, G7 may send samples to other 
CCC Licensed laboratories within MA for analysis. Samples are administratively 
transferred after arrangements are made to ensure that the receiving laboratory has the 
capacity and capability to complete it in a timely manner.   

The samples will be transferred after notifying the customer and CCC and the results 
will be reviewed in detail for conformance and data quality. The result will be 
reproduced in whole.  

 

7.1.3. Statements of Conformity  

When the customer requests a statement of conformity to a specification or standard 
for the test, the specification or standard and the decision rule are clearly defined in the 
compliance programs or standard.  Otherwise, the laboratory communicates the 
decision rule selected to the customer and obtains their agreement.  

7.1.4. Differences and Deviations  

The lab reviews the annual workplan to ensure that laboratory has the capability and 
resources to provide the requested services. Any differences between the workplan 
and the laboratory capability are resolved prior to commencing work.  

7.1.5. Communicating with the customer  

Requests for deviations from work assignments or compliance programs are recorded. 
The lab interacts with the customer to determine whether the requested changes are 
acceptable by CCC regulations.; local regulations and do not impact the integrity of the 
laboratory or the validity of the results. Records of contract changes are maintained.  

7.1.6. Amendments to Contracts  
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If a contract needs to be amended after work has commenced, the same contract 
review process is repeated, and any amendments are communicated to all affected 
personnel named in the contract.  

7.1.7. Customer Service  

The laboratory maintains communications regarding deviations from contract work.  

The opportunity for the customer to witness laboratory activity is given upon request on 
a case by case basis after management review, providing the laboratory can maintain 
confidentiality to other customers during such cases.  

7.1.8. Records of Review    

G7 maintains a record of workplan reviews, changes, and change requests. Records 
are also maintained of discussions regarding ad hoc assignments.  

 

7.2. Selection, Verification and Validation of Methods  

7.2.1. Selection and Verification of Methods  

Specific requirements for the Verification and Validation of methods process are 
outlined in G7GEN09 Method Validation and Verification.  

7.2.1.1. The scope of test technologies and associated method source routinely used 
are identified in the laboratory’s accreditation program documentation.  

7.2.1.2. Laboratory methods and supporting documents are controlled according to 
Section 8.3 Control of Management System Documents and are readily 
available.  

7.2.1.3. Laboratory methods are selected to meet the CCC, MDPH 
requirement, ISO\IEC 17025:2017 compliance and Laboratory’s interest. 
Only the Standard methods Listed Appendix A Table 01 on Quality 
Assurance Program Plan for Analytical Testing laboratories Performing 
analysis of Finished Marijuana products and marijuana infused products in 
Massachusetts (QAPP) will be used.  

Standard methods are those published by international, regional or national 
standards-writing bodies; by reputable technical organizations; in legal 
references; and FDA published methods. These methods include those in 
the United States Pharmacopeia, National Formulary, Homeopathic 
Pharmacopeia of the United States, Official Methods of Analysis of AOAC 
INTERNATIONAL or any supplement of any of them, American Public Health 
Association (APHA) Compendium of Methods for the Microbiological 



  

  
 

G7 Lab LLC  
160 Ayer Rd, Unit 3  
Littleton, MA 01460   
Manual: G7 Lab General  

Document Number:  

G7GEN 01  

Revision #: 01  

Revision Date:  
 

Title:  Laboratory Quality Assurance Manual for G7   Page 20 of 39  

Examination of Foods, FDA compliance programs, the Pesticide Analytical 
Manual (PAM), the Food Additives Analytical Manual, the Food Chemicals 
Codex, FDA  
Bacteriological Analytical Manual (BAM), FDA Macroanalytical  
Procedures Manual (MPM), and ORA Laboratory Information Bulletins (LIBs) 
that are included in compliance programs and special assignments. Standard 
methods are preferred for use and are verified for use in the laboratory. A 
standard method may be supplemented with additional details in the form of 
a laboratory procedure to ensure consistent application. Those methods 
specified by the manufacturer of the equipment are considered as standard 
methods. Standard methods are verified according to the procedure, using 
QAPP 9.0 Validation of methods.  

7.2.1.4 Any standard method not listed on Appendix A  Table 01, Method Reference 
Table of QAPP will be validated using QAPP 9.0 Validation of methods.   
Records of the verification are retained by the lab.  If the method is revised 
by the issuing body, verifications are repeated to the extent necessary.   

7.2.1.6.  Non-standard methods are those methods not taken from authoritative, 
validated sources. A nonstandard method has not undergone validation, such 
as a collaborative study or process to evaluate the method’s performance 
capabilities.  

Non-standard methods are not used and out of the scope for this manual. 

7.2.1.7.  Deviations from test methods are not authorized and allowed. 

 

7.2.2. Validation of Methods  

7.2.2.1.  The laboratory validates standard methods, laboratory developed methods, 
and modified standard methods including use outside the intended scope or 
otherwise modified. Validation is conducted to confirm that the methods are 
fit for the intended use, relevant to the needs, and consistent with specified 
requirements. The validation is as extensive as is necessary to meet the 
needs of the given application or field of application.  

 7.2.2.2.  When changes are made to a validated method, the influence of  
such changes shall be determined and where they are found to affect the 
original validation, a new method validation shall be performed as per QAPP 
method validation guideline. 

7.2.2.3.  The validation process addresses the needs of the given application or field of 
application. The laboratory analyst records the results obtained according to 
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the procedure, G7GEN09 Method Verification and Validation. The validation 
results include a statement as to whether the method is fit for the intended 
use. The intended use of the method. The attributes and data quality 
objectives include but are not limited to:   

• accuracy,   

• precision,   

• specificity,   

• detection limit,   

• limit of quantitation,   

• linearity,   

• range, and   

• ruggedness or robustness.   

If all the data quality objectives are met as indicated by the data collected, 
the method is considered as validated.   

 7.2.2.4.  The following records are maintained for each validation:  

• Validation Plan 

• the validation procedure used;  

• specification of the requirements   

• determination of the performance characteristics of the method;  

• results obtained;  

• a statement on the validity of the method, detailing its fitness for the 
intended use.  

7.3 Sampling  
7.3.1 Sample receipt and sample custody  

A. Laboratory custody of samples begins when samples are received by the 
laboratory. 

B. The Laboratory agent shall sign and record the date and time of sample receipt on 
the Chain of custody (COC). The COC is to be maintained electronically if possible.  
The validated time of sample receipt (VTSR) is the time the samples are received at 
the laboratory from the RMD personnel or representative, or private courier; it is not 
the time the samples are opened or logged in at the laboratory.   

C. For receipt of samples outside normal hours of operation the laboratory is to be 
notified at least 2 days in advance to arrange for the receipt of the sample during 
non-standard hours. 
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D. Sample receipt temperature is be recorded in COC electronically while receiving 
sample. A record of samples will be maintained for samples receipt outside of 
acceptance criteria. 

E. Sample storage refrigerator are maintained at �”���������ƒ�&���D�Q�G���V�D�P�S�O�H���V�W�R�U�D�J�H���I�U�H�H�]�H�U�V��
at < -�����ƒ�&�� 

7.3.2 Communicating sample receipt issues  
A. Loss of sample volume, samples wit�K���W�H�P�S�H�U�D�W�X�U�H�V���!���������ƒ�&�����L�P�S�U�R�S�H�U���F�K�H�P�L�F�D�O��

preservation of samples; or documentation discrepancies, shall be communicated to 
the customer or its designated consultant was soon as practical (via phone log or e-
mail based on project personnel requirements) so that proper corrective action can 
be taken; documentation of this communication is to be preserved with the project 
records.  

B. If the sample receipt criteria are not met, the samples are rejected and the customer 
will be informed immediately of the need to resample. 
 

C. All samples placed “on hold” because of sample receipt issues is stored in 
accordance with sample temperature preservation requirements (e.g., in sample 
refrigeratG7 or freezers) until the issues have been resolved.  

 
D.  When an issue requiring notification is discovered after normal business hours (i.e., 

between 0800 and 1700 Eastern Standard Time, Monday through Friday), the 
laboratory will provide prompt verbal, text, or e-mail notification to the customer or its 
designee.  The laboratory will maintain documentation detailing any sample receipt 
issues and the resolution directed by the customer or its designee in the project files. 
 

7.3.3 Sample Homogenization 

Samples received by the laboratory are to be homogenized in full before subsampling for 
analysis or subcontracting takes place. To demonstrate the effectiveness of 
homogenization and subsampling homogenization duplicate and a homogenization 
blank are to be assigned separately for flower and extract sample batches at defined 
intervals. The homogenization blank shall be randomly placed in the batch as to check 
all the homogenization equipment for possible carryover rather than using a dedicated 
homogenization apparatus for the blank each time it is requested. 

7.3.3 Holding Times   
A. Samples with holding times of < 48 hours are to have documentation of the time 

they were set up for the short hold-time analysis.  For all sample shipments, the 
primary laboratory contact, for the dispensary shipping the samples, is to notify all 
applicable laboratory personnel of the expected sample delivery so that laboratory 
personnel can prepare to receive the sample. 
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B. The laboratory is to adhere to the required holding times for the initial sample 
preparation/analyses.  If samples are received with a significant portion of the 
holding time expired and the laboratory is concerned about meeting holding time 
requirements, RMD, or its designee is to be notified immediately upon sample 
receipt.  If subsequent analysis/extraction becomes necessary due to method or 
technical requirements or failing QC, the laboratory is to make every effort to 
analyze these dilutions/re-extractions /reanalyses within the method holding time 
specified in QAPP Appendix A.   

 

 

7.4. Handling of Test or Calibration Items  

The laboratory procedure G7GEN16 Chain of Custody /Sample handling describes the 
receipt, processing, protection, storage, retention, and disposal of samples. This 
procedure also provides the details for handling and protecting test items from 
deterioration, loss or damage during storage and processing. The laboratory has 
arrangements for storage and security that protect the condition and integrity of 
samples. Sample security arrangements apply both in the laboratory and in the 
custodial areas.  

7.4.1. The laboratory has a system for uniquely identifying samples. The sample number is 
used to track its progress from the time the sample is collected until the analysis is 
completed and the sample is disposed. The sample number is also used to provide 
traceability between the sample and the data. The numbering system also provides 
traceability during transfer of samples within the laboratory. This sample number is 
unique and different from customer assigned Batch ID or sample ID. 

7.4.2. When samples received do not meet established acceptance criteria, and chain of 
custody criteria, these deviations are recorded. The customer is consulted prior to 
commencement of analysis for further instructions.   

Sample abnormalities or departures are also noted on the analytical worksheet.  

7.4.3. When samples and calibration items have specific environmental conditions, those 
conditions are maintained, monitored and recorded. Monitoring records are 
collected according to established procedures. These activities are conducted 
according to the policies stated in Section 6.3 Facilities and Environmental 
Conditions.  

7.5. Technical Records  

7.5.1. Technical records for all activities that contribute to data reporting, depending on the 
type of analysis, include the original observations, derived data, calculations, 
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standard preparation, instrument printouts, and results. These records contain the 
date each activity is completed and the identity of all persons who perform each 
activity throughout the process, including those who review the data and results.   

Observations, data, and calculations are recorded at the time they are made and 
are identifiable to the activity performed.   

The records of each test contain sufficient information to repeat the test under 
conditions as close as possible to the original. This information includes 
environmental conditions that affect the test and factG7 that affect the 
measurement results and its associated measurement uncertainty.  

Staff records, equipment calibration, and verification reports are retained in 
accordance with the laboratory’s control of records procedure. These records 
contain sufficient information to establish an audit trail. The requirements for an 
audit trail in laboratory records are outlined in G7GEN19 Record and Data 
Management.  

Data is reported electronically and/or scanned and uploaded into laboratory network 
drive or media lab which is a web-based programs.   

The collection report identifies the personnel responsible for sampling. Also, 
includes the identity of the personnel responsible for performance of each test and 
for checking the results.  

7.5.2. G7 ensure changes to technical records can be tracked to the previous version or to 
original observations.  Both the original and amended data and files are retained, 
including the date the record was changed, an indication of what was changed and 
the person responsible for the alteration.  

7.6. Evaluation of Measurement Uncertainty  

7.6.1. Uncertainty Components  

When estimating the uncertainty of measurement, all important uncertainty components 
are recorded in the uncertainty records for each determination and test technology. 

7.6.2. Procedure for Calibration Activities  

G7 does not perform calibration activities. At such time that calibration activities are 
performed, the laboratory is to address the requirements of ISO/IEC 17025:2017, 
QAPP AND CCC. 

7.6.3. Procedure for Testing Activities  

The laboratory has a procedure G7GEN20 Estimation of Uncertainty of Measurement, 
to estimate the uncertainty of measurement for testing activities.   
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The application of details in cases where the nature of the test method may preclude 
rigorous, metrologically and statistically valid, calculation of uncertainty of 
measurement is addressed in the procedure.  

An attempt is made to identify all the components of uncertainty and make a 
reasonable estimation of the measurement uncertainty. This estimation is based on 
knowledge, experience, and validation data of the performance of the method and on 
the measurement scope. If needed as a part of the laboratory data, the uncertainty 
estimation is reported according to the procedure. 

7.7. Ensuring the Validity of Results  

7.7.1. Quality Control Procedures  

The laboratory has quality control procedures to validate the results of tests 
undertaken. The monitoring data is recorded in such a way that trends may be 
detected, for example, statistical process control charts. Monitoring activities are 
planned and evaluated. Monitoring techniques may include, but are not limited to, the 
following:  

A. Scheduled use of certified reference materials or quality control materials  

B. Levey Jennings chart of Quality control (QC) data to recognize a trend or 
pattern. 

C. Use of alternative instrumentation that has been calibrated to provide traceable 
results;  

D. Functional check(s) of measuring and testing equipment;  

E. Use of check or working standards with control charts;  

F. Intermediate checks on measuring equipment;  

G. Replicate tests using the same or different methods;  

H. Retesting of reference materials and retained customer samples;   

I. Correlation of results from tests conducted for different characteristics of a 
sample;   

J. Review of reported results;  

K. Scheduled participation in interlaboratory comparison or proficiency testing and 
calibration programs  

L. Testing of blind samples.  
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7.7.2. G7 will participate in proficiency testing programs as required by 
ISO/IEC17025:2017, QAPP, CCC and MDPH. 

A. One successful PT for each method and matrix included in Massachusetts 
regulation, if available, prior to reporting samples for compliance and one 
additional PT for each method and matrix combination annually. 
 

B. PT samples are to be treated as and analyzed with typical samples in the 
normal production process where possible, including the same sample log-in 
procedures analysts, maintenance triggers, preparation, calibration, QC and 
acceptance criteria, sequence of analytical steps, number of replicates, data 
analysis, manual integrations, identification, and confirmation procedures. 

C. Whenever possible, the PT sample is to be prepared and analyzed with other 
samples to avoid having a QC set unique to the PT. The PT cannot be 
chosen for spiking or duplication within a batch consistently, but if there are 
no other samples in-house for the analysis, the required QC for a batch is to 
be performed. 

D. Prior to the closing date of a study, G7 personnel are not to:  
I. Subcontract analysis of a PT sample to another laboratory that is to be 

reported for accreditation purposes.  
II. Knowingly receive and analyze a PT for another laboratory that is to 

be reported.  
III. Communicate with an individual from another laboratory concerning 

the analysis of the PT sample.  
IV. Attempt to find out the assigned value of a PT from the PT Provider.  
V. Perform maintenance or calibration on an instrument when the data 

quality samples or instrument performance data would not normally 
necessitate such actions.  

VI. Provide additional verification, validation, or review.  
VII. Analyze the sample in multiple batches, on multiple instruments, or by 

multiple analysts.  
 

7.7.3. The laboratory has defined the criteria for quality control data and performs analysis 
by such means as control charting.  When data is found to be outside the 
established criteria, Corrective action is taken in accordance with laboratory 
G7GEN04 Quality Control policy  

 

7.8. Reporting Results  
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7.8.1. General Requirements  

Results are reported on analytical worksheets and in appropriate Laboratory 
information management system (LIMS).  

7.8.1.1. Laboratory results are reviewed and authorized for release by TM, or 
designee. Reports are reviewed for accuracy, clarity and objectivity.  

7.8.1.2. Laboratory reports, depending on the type of analysis, include the original 
observations, derived data, calculations, standard preparation, instrument 
printouts, and results. These reports are retained until closed in and/or LIS 
and final review is performed. An electronic test report is in and/or LIS. Staff 
records, equipment calibration, and verification reports are retained in 
accordance with the laboratory’s control of records procedure.  

The records contain sufficient information to establish an audit trail.  

The collection report identifies the personnel responsible for sampling. This 
also includes the identity of the personnel responsible for performance of 
each test and for checking the results.  

7.8.1.3. Test reporting is addressed in the procedure found in G7GEN22 Reporting 
Laboratory Data. This procedure gives the details for reporting data using 
consistent reporting formats for laboratory worksheets.   

7.8.2. Common Requirements for Reports (test, calibration or sampling)  

7.8.2.1. Format  

The format for laboratory worksheets is designed to accommodate the type of test 
conducted to minimize the possibility of misunderstanding or misuse. The worksheet 
format is described in G7GEN 22 Reporting Laboratory Data.  

Subcontracting laboratory is to report the results in compliance with the requirements of 
CCC, ISO 17025 and relevant state and local regulation.  

7.8.2.2. Data Provided by Customer  

Analysts describe the sample as received, including any information provided  
by the customer, on the sample worksheet. When information supplied by the customer 
can affect the validity of the results, a disclaimer statement is included on the 
worksheet.  
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7.8.3. Specific Requirements for Test Reports  

 7.8.3.1.  Test Report Requirements  

The following information is included in test reports for the interpretation of the test 
results:  

A. Information on test conditions, such as environmental conditions;  

B. Where relevant, a statement of conformance or non-conformance with 
specifications;  

C. The measurement uncertainty presented in the same unit as the measurand, or 
in a term relative to the measurand when:  

D. It is relevant to the validity of the test results;  

E. A customer requires it, or;  

F. The measurement uncertainty affects conformity to a specification limit;  

G. Additional information that may be requested by methods, customers or groups 
of customers provided the information requested are within scope of the 
laboratory and allowed by CCC and ISO 17025:2017 

7.8.4. Specific Requirements for Calibration Certificates  

G7 do not issue calibration certificates.  In-house calibrations are documented by a 
report, or sticker, or other suitable method.  

7.8.5. Reporting Sampling –  specific requirements  

In addition to the instructions listed in Sections 7.8.1 General Requirements and 7.8.3. 
Specific Requirements, sampling information and conditions are posted to the 
laboratory for review on sample collection record.  

 

7.8.6. Reporting Statements of Conformity  

 7.8.6.1.  Decision Rules  

Statements of conformity to a specification or standard require the use of a decision 
rule to take into account the uncertainty associated with method.  Most decision rules 
used by G7 are documented in the compliance programs or standard methods.  When 
the decision rule is not provided, the laboratory must document the decision rule and 
account for the level of risk associated with the decision rule used.  
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 7.8.6.2.  Reporting Statements of Conformity  

Statements of conformity reported on worksheets clearly identify:  

A. The results the statement applies to;  

B. Which specifications or standards were met, or not met;  

C. The decision rule applied (unless it is defined in the specification or standard.) 

7.8.7. Reporting Opinions and Interpretations  

Laboratory management expresses its opinion and interpretation of the compliance or 
non-compliance of the results through the laboratory classification assigned to each 
sample. This laboratory classification is recorded in LIMS and may be recorded in 
Media Lab.  

Records are maintained of conversations expressing opinions and interpretations about 
a sample with the customer.  

7.8.8. Amendments to Reports  

Material amendments to analytical findings after issue are made only in the form of an 
additional document.  They are flagged “Additional Analyses” in accordance with 
procedure G7GEN22 Reporting Laboratory Data. Amendments are to meet the same 
reporting criteria.  Any changed information is clearly identified and where appropriate, 
the reason for the change is included in the report.  

Related Procedures/References  

• G7GEN 22 Reporting Laboratory Results.  

7.9. Complaints  

7.9.1. G7 has a complaint process describing the handling of complaints received from 
any party. See G7GEN02 Complaints and Feedback.  In addition to the resolution of 
these complaints, improvement in the area of concern is addressed and 
implemented in most cases.  

7.9.2. The process for handling complaints is documented in G7GEN02 complaint 
feedback. The laboratory confirms whether the complaint relates to laboratory 
activities that it is responsible for and, if so, then addresses it.  

7.9.3. The process for handling complaints includes the following:  

A. Description of the process for receiving, validating, investigating the complaint, 
and deciding appropriate actions to respond to it;  

B. Tracking and recording complaints, including actions taken to resolve them;  

C. Ensuring appropriate action is taken.  
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7.9.4. The laboratory receiving the complaint will gather all information required to 
investigate, validate, address, and review the complaint and its outcome.   

7.9.5. When possible, the laboratory will acknowledge receipt of the complaint, provide 
progress reports with the outcome of resolution, and formal notice of completion to 
the complainant.  

7.9.6. Communications to the complainant is addressed in procedure G7GEN02 complaint 
feedback. 

  

7.10. Nonconforming Work  

7.10.1. The G7 laboratories have a control of non-conforming work procedure that is 
implemented when any aspect of their activities, or the results of this work, does not 
conform to requirements of the management system, testing methods, or the 
requests of the customer. This procedure addresses the following elements:  

A. responsibilities and authorities for the management of identified nonconforming 
work to include taking actions such as the halting of work and/or the withholding 
of test reports based upon risk levels established by the laboratory  

B. actions are based upon the risk levels established by the laboratory;  

C. an evaluation of the significance of non-conforming work including an impact 
analysis on previous results and, if necessary, recall of work with notification to 
the customer  

D. remedial action taken, together with any decision about the acceptability of the 
non-conforming work  

1. The customer is notified if investigations show that nonconformances have 
affected work performed for or data reported to the customer. This 
notification is documented.  

E. responsibility for authorizing the resumption of work.  

7.10.2. Records of nonconforming work and actions taken are maintained in QMiS.  

7.10.3. If the non-conforming work could recur, or there are other significant problems 
identified, the corrective action procedures in G7GEN07 Corrective Action are promptly 
followed.  

  

Related Procedures/References  

• G7GEN05 Control of Nonconformance 
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7.11. Control of Data and Information Management  

G7 Labs have access to the data and information needed to perform laboratory 
activities through various electronic records management systems including Media 
lab, LIMS, QA, and records maintained according to G7GEN19 Record and Data 
Management.  

7.11.1. G7 information management system applications used for the acquisition, 
processing, recording, reporting, storage or retrieval of data are validated  
prior to introduction by G7.  

If computer software is developed by the user, its development is authorized, 
documented in detail and algorithms are validated prior to implementation.  

Changes to laboratory software configuration or modifications to commercial off-the-
shelf software are also authorized, documented and validated prior to use.  

7.11.2. G7 laboratories have processes for the protection of data to include, but not limited 
to data integrity, data confidentiality during entry, collection, storage, transmission 
and processing.  The processes also ensure safeguards are in place to prevent 
unauthorized access to or amendment of records.   

Information management system failures are recorded, and appropriate immediate 
and corrective actions are taken.  

7.11.3. Laboratory information systems managed and maintained off site meet all 
applicable requirements of ISO 17025:2017.  

7.11.4. Instructions, manuals and reference data relevant to the laboratory information 
systems are readily available to personnel through the document control process 
(see section 8.3).  

7.11.5. Calculations and data transfers are reviewed before the data is reported.  All 
changes are identified and verified where they occur.  This process is detailed in the 
procedure for laboratory quality control identified in Volume I, Section 7.7 Ensuring 
the Validity of Results.  
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8.0 Management System Requirements  

8.1. Options  

8.1.1. General  

G7 laboratories have established, documented, implemented, and maintained a 
management system capable of supporting and demonstrating the consistent 
achievement of the requirements of ISO/IEC 17025:2017 to assure the quality of 
laboratory results. In addition to meeting the requirements outlined in sections 4 to 7 of 
this document the Standard requires laboratories implement a management system in 
accordance one of the two following options.  

8.1.2. Option A  

G7 follows the requirements for option A, outlined in the following sections 8.2 to 8.9.  

8.1.3. Option B  

Option B of ISO/IEC 17025:2017 addresses minimal requirements for laboratories with 
a separate management system either certified to or at least structured to the 
requirements of ISO 9001. G7 does not fall within this category.  

8.2. Management System  Documentation (Option A)  

8.2.1. Management System Policy  

A. Good Professional Practice and the Quality of Testing  

The laboratory management and personnel are committed to performing quality 
activities to assure integrity, accuracy, precision, reliability and timeliness of the 
data.  

B. Standard of Service  

The laboratory’s standard of service for the testing program is defined by the 
ISO/IEC 17025:2017 requirements, CCC regulatory needs included as part of 
the laboratory methods, and the following:  

1. Established and maintained documented procedures for laboratory operation 
based upon reference methods for testing provided by MDPH on Appendix A 
of QAPP or validated as per QAPP section 9. In some cases, testing and 
procedures as established by the instrument manufacturer are used.  

2. Sample handling and management procedures to maintain integrity of both 
the samples and the documentation to support the analytical data.  
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3. Maintenance of records in such manner that facilitates retrieving them later. 
Records are maintained in the analyst worksheet packet or web application 
by sample number. Records may be archived on- or off-site or in a web 
application. Archival retention periods are stated in the laboratory’s record 
management procedure and are in accordance with CCC’s established 
record retention schedule.  

4. Employment of qualified and trained personnel to perform the tasks to 
support the laboratory objectives. Competency demonstrations by technical 
personnel conducting laboratory methods are conducted and documented.  

5. Routine maintenance of quality control data to support testing results by 
demonstrating that measurement processes are maintained in statistical 
control. Accuracy and precision control charts are used to monitor 
performance.  

6. Maintenance of an instrument calibration program that provides 
measurement traceability to International System of Units (SI) units. This is 
accomplished with the use of national, international, or industry accepted 
standards of measurement.  

G7 laboratory personnel follow the policies included in this Volume, the processes 
described in their local operating procedures, and the processes described in 
laboratory methods referenced in this Volume.  

The sections in this Volume describe elements and reference procedures that outline 
the management system established to accomplish the mission of the laboratory.  

8.2.2. The management system process and procedures as defined in this manual 
maintain the integrity of the management system for consistent operations when 
changes such as a change in the structure of the organization or management, or a 
change in a policy or procedure are made.   

Primary consideration in all policies, procedures, and objectives is given toward 
retaining personnel competence and impartiality.    

8.2.3. The policies for operation of the laboratory management system are established to 
address the requirements of ISO/IEC 17025:2017. G7 lab is committed to laboratory 
accreditation per the requirements of ISO/IEC 17025:2017.   

The implementation of the quality policies is evidenced by the way work activities 
are conducted. Implementation of the management system procedures is 
evidenced by the generation of required records. The audit and management 
review activities are the mechanisms that are used to monitor the implementation 
effort of the laboratory management system.  
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Evidence of management’s commitment to the management system and its 
continual improvement in effectiveness is demonstrated by but not limited to 
participation of all laboratory and management staff in the management reviews, 
performance of internal audits, proficiency testing, and the analysis of quality control 
samples.  

8.2.4. Management system procedures supporting quality policies are cited in the Related 
Procedures/References at the end of each section of this Volume.   

Where needed, the laboratory shall have procedures to implement the quality 
policies and include these procedures in the document control system. All 
documentation, processes, systems, records, related to the fulfillment of the 
requirements of ISO/IEC 17025:2017 shall be included in, referenced from, or 
linked to the management system.  

8.2.5. All laboratory employees involved in laboratory activities have access to approved 
and controlled consensus standards, instrument manufacturers’ manuals, and 
procedures for reference ensuring consistent application and validity of activities 
that contribute toward results reported.  

8.3. Control of Management System Documents (Option A)  

8.3.1. Changes to management system documents are made per the laboratory document 
control procedure and involve periodic revisions of this Volume.  

The operational procedures for G7 laboratories are controlled as described in 
G7GEN24 Document Control and Management.  

The document control and management procedure describe the process for 
controlling quality documents that form part of the laboratory management system. 
The quality documents include those required for the generation of laboratory data. 
Documents of external origin include regulations, standards, test methods, 
instructions and manuals.  

Control of electronic management system documents and data is addressed in 
section 7.11.  

8.3.2. Document control requirements:  

A. Documents issued to personnel in the laboratory as part of the management 
system are reviewed for adequacy and approved by authorized personnel prior 
to issue in accordance with G7GEN24 Document Control and Management 
procedure.  

B. Documents are reviewed per an established schedule and revised as 
necessary to ensure continuing suitability and conformance with the 
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management system and ISO/IEC 17025:2017 requirements. These reviews 
should include an assessment of reference documents and pertinent 
background information.  

C. Altered or new text is identified either in the document, document change 
history section, on a cover page, redline file, or in attachments. Changes can 
be described in general terms since the details can be demonstrated in the 
archived document. Document revision is recorded on each document and 
tracked within Media Lab document Control module.  

D. Authorized management system documents and external documents are 
available at locations where operations essential to the effective functioning of 
the laboratory are performed. Distribution and locale of these documents is 
controlled.  

E. A document control header as described in the document control and 
management procedure uniquely identifies management system documents 
generated by the laboratory. Such identification includes the revision status, 
identification number and inclusive pagination.   

F. The unintended use of obsolete documents is prevented, and suitable 
identification is applied to them if they are retained for any purpose.   

  

8.4. Control of Records  

8.4.1. G7 laboratories maintain records according to G7GEN19 Record and Data 
Management to sustain objective evidence showing fulfilment of the requirements of 
the quality system. These records are required to be legible and readily identifiable 
for retrieval.  

8.4.2. Retention time, archival, and disposal of G7 Laboratory records are in accordance 
with Records Management Policy and existing record retention schedules.  

Quality record storage and protection are maintained in Media lab or recorded 
within individual records file plan.  

Internal access to records is controlled through various methods, such as, but not 
inclusive of, password protected storage, both electronic and physical, provided to 
authorized personnel to maintain confidentiality. Access from entities outside of 
CCC or accreditation bodies is not allowed and will be assessed on a case by case 
basis if requested. 
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8.5. Actions to Address Risks and Opportunities  

8.5.1. Management G7 Laboratory meet regularly to assess risks and opportunities 
associated with all laboratory activities to:  

A. Assure the management system achieves its intended results;  

B. Enhance opportunities to achieve the purpose and objectives of the laboratory;  

C. Prevent, or reduce negative impacts and potential failures in laboratory activities;  

D. Achieve improvement  

Examples of areas evaluated consist of the following, although the list is not all 
inclusive:  

1. Turnaround times for data reporting  

2. Training and competency  

3. Structure to ensure impartiality of personnel  

4. Equipment issues  

5. Facilities/Environment  

6. Effectiveness of corrective and preventive actions  

7. Outcomes of internal audits  

8. Complaints  

9. Processes to ensure confidentiality  

8.5.2. Plans, final evaluation, actions and implementation of actions, improvement, and 
assurance of intended actions are outlined in section 8.9 Management Reviews.  

8.5.3. Actions taken to address risks and opportunities are proportional to the potential 
impact on the validity of laboratory results.  

8.6. Improvement  

8.6.1. The effectiveness of the laboratory’s management system is improved by using the 
following activities: internal audits; management reviews; analysis of quality control 
data; corrective actions; preventive actions.  

8.6.2. The laboratory seeks customer feedback on their services and general 
performance.  Records of the comments, both positive and negative, are maintained 
and are considered for identifying management system improvements during 
reviews performed by laboratory management.  

8.7. Corrective Actions  
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 G7 laboratory designates the authorities for implementing corrective action when one 
of the following is identified:   

A. non-conforming work,  

B. departures from the policies and activities outlined within the management 
system, and  

C. departures from required technical operations.  

8.7.1. When a non-conformance is identified, the corrective action chosen addresses the 
magnitude of the non-conformance and the risk attributed to the non-conformance.  

A. Immediate action is implemented to correct a nonconformity and address the 
consequences.  

B. An evaluation is performed to determine the cause(s), a history of similar 
issue(s), potential for recurrence, and the need for action to eliminate the 
problem to prevent recurrence.  

C. Corrective actions are determined and implemented based upon this evaluation.  

D. A review of the effectiveness of corrective actions is performed.  

E. If necessary, updates for risks and opportunities are determined during 
planning.   

F. Essential changes discovered during the corrective action investigation are 
implemented within the management system, where necessary.  

8.7.2. Corrective actions are appropriate to the effects of the nonconformities encountered.  

8.7.3. Corrective actions are recorded, to include the nature of the nonconformities, 
cause(s) and subsequent actions taken, including the results of any corrective 
action. Related Procedures/References  

• G7GEN07 Corrective Action  

8.8. Internal Audits  

8.8.1. General  

Internal audits are conducted according to a schedule included in the laboratory’s audit 
procedure. Internal audits are conducted of activities to verify that operations continue 
to conform to the requirements of the management system and ISO/IEC 17025:2017.  

An internal audit process is used to evaluate the effectiveness of the management 
system established for laboratory operations.  

8.8.2. Audit Program  
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A. The program takes into consideration the importance of the laboratory activities 
concerned, changes affecting the laboratory, and the results of previous audits.  

B. The management defines the audit criteria and scope for each audit in an audit 
plan.  

C. Results of the audits are reported to laboratory management.  

D. When audit findings cast doubt on the effectiveness of operations or the 
correctness or validity of the laboratory’s test or calibration results, the laboratory 
implements appropriate correction and corrective actions in a timely manner 
according to G7GEN07 Corrective Action.  

E. The area of activity audited, the audit findings, and corrective action that arise from 
them are recorded according the laboratory’s audit procedure.  

Related Procedures/References  

• G7GEN26 Audits.  

• G7GEN07 Corrective Action.  

8.9. Management Reviews  

A management review is conducted by the laboratory’s management at least once each 
fiscal Year; however, can be conducted more often according to planned intervals 
determined by laboratory management.  

This review is conducted to ensure continuing suitability, adequacy, and effectiveness 
based upon information related to the inputs and outputs of laboratory activities and 
operations and stated policies and objectives.  

Related Procedures/References  

• G7GEN27 Management Review  
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1. Purpose  

This procedure describes the monitoring activities in a laboratory quality 
control (QC) program to ensure the quality of test results.  

  
2. Scope  

This procedure is applicable to G7 Lab LLC (G7) performing regulatory testing.  

  
 

3. Responsibility   

A. Laboratory Management  

1. Establish a laboratory quality control program.   

2. Ensure that quality control is performed and review quality control 
data for acceptability and trends.    

B. Laboratory staff    

1. Conduct quality control analyses in accordance with the laboratory 
quality control program.  

C. Technical Manager OR Quality manager  

1. Monitor quality control data for non-conformances and trends.  

  
 

4. Background  

None  

  
5. Procedure  

5.1. Laboratory Quality Control Program  

Laboratory quality control (QC) is an essential aspect of ensuring that data 
released is fit for the purpose determined by the quality objectives (i.e. 
accuracy and precision). The dual foundations of the laboratory quality control 
program are its internal quality control, composed of day-to-day monitoring of 
analytical performance, and its external QC, based on the laboratory’s 
performance in proficiency testing programs.    
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When properly executed, quality control samples monitor the various aspects 
of data quality on a routine basis. In instances where QC falls outside 
acceptable limits, the sample data produced may be questionable and, after 
investigation, a determination is made as to its validity. With professional 
experience and a common-sense approach quality control is the principal 
recourse available for ensuring that only defensible data is released.   

All quality control data and corrective action will be recorded, charted and 
managed via LIS or third party software electronically. 

5.1.1. Quality Control Materials  

A quality control material may include, but is not limited to, Certified Reference 
Materials (CRMs), Reference Materials (RMs), replicate analysis, 
positive/negative control samples, laboratory control samples (LCS), blanks, 
and matrix spikes.  

In the absence of any CRM or RM, the laboratory shall do its best to obtain a 
material with some limited consensus of accuracy (e.g. by subjecting material 
to multiple methods or analyses in-house, sharing material with another 
laboratory to determine an average result, etc.)  

The suitability of the quality control material used shall be justified by the 
laboratory.  

For enumeration assays, a quantified quality control material shall be used.   

When testing for pathogens or select agents, a quality control material that 
contains a surrogate analyte may be used.  

5.1.2. Internal Quality Control  

QC is used to measure accuracy, precision, contamination, and matrix effects.  
QC material shall be used with each batch of samples analyzed. Generally, 
QCs are run per batch or set of samples at a frequency of 5% or one every 
twenty samples.  If the laboratory is not able to meet this guideline, the batch 
must be defined and justified in the laboratory’s documents. The batch shall 
begin and end with QC material.   

The laboratory determines, where feasible, the accuracy and precision of all 
analyses performed.  

Internal QC is run with each analytical batch to verify continuous system 
suitability specifications established are met, as well as demonstrates 
accuracy and precision or other parameters determined for the method type.  
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Method precision is periodically evaluated by the laboratory using the QC 
schemes described below.  

5.1.2.1. Chemistry QC schemes   

A. QC schemes required for chemistry consist of:  

1. Meet system suitability requirements: system suitability is intended 
to determine whether the ‘system’ including instruments, analysts, 
etc. is capable of performing a particular process, test, or assay.  

2. Blanks, either matrix or reagent, to determine and measure 
contamination and interferences - The results of blanks should be 
compared with the sample analyzed per analysis to determine 
whether the source of any analyte present is due to sample or 
laboratory contamination, interferences, the sample matrix, or the 
actual analyte in the samples. Blanks should be below the method 
detection limit where possible. Blank results are evaluated and 
corrected where possible. If blank results are consistently above the 
method detection level (MDL) established, the MDL should be 
reestablished. High blank results may also indicate contamination 
either from the solvent, laboratory equipment or laboratory 
environment.   

3. Matrix spikes and/or reagent spike- Matrix spikes measure the 
effects the sample matrix may have on the analytical method, 
usually the analyte recovery. Method accuracy is recorded and 
controlled based on the percent recovery of matrix spikes for 
quantitative analysis and the positive response of the analyte for 
qualitative analysis.  

4. Duplicate samples or matrix spike duplicates - Duplicate sample or 
matrix spike duplicates measure precision of the analytical process.  
Duplicate analysis usually involves a replicate sample, sub-sampled 
in the laboratory, but for some methods it is in the form of a matrix 
spike duplicate. Method precision is recorded and controlled based 
on the relative percent difference (RPD) or the positive response for 
qualitative analysis.   

5. Quality control samples - Quality control samples (QCS) measure 
method performance. The matrix of the QCS should match the 
matrix of the samples being analyzed and should pass through the 
entire sample preparation process. The QCS, therefore, measures 
both the sample preparation process and the analytical process.  
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6. Standards - Calibration check standards referred to as initial 
calibration verification (ICV) and continuing calibration verification 
(CCV) are used to determine whether an analytical procedure is in 
control and stays within control.  They are used to detect analytical 
method errors from procedural or operator errors or contamination 
from laboratory sources.   

7. Accuracy and precision control charts  

B. The lab shall define the acceptance criteria for each test 
method for the following items (when included in the test 
method): system suitability, calibration curves, calibration 
checks, ICV, CCV, QCS, blanks, matrix spikes, and 
duplicates.  

C. The accuracy expressed as percent recovery should be 80% 
to 120% unless otherwise specified, i.e. by in-house statistical 
analysis.  

D. The precision expressed as relative percent difference (RPD) 
should be < 20% unless otherwise specified, i.e. in-house 
statistical analysis. In procedures where multiple 
determinations or subs are analyzed, one can be chosen as 
the duplicate quality control sample.   

E. Analyze calibration check standards/samples. Each Initial 
Calibration Verification (ICV) and Continuing Calibration 
Verification (CCV) should have a percent recovery of 70% to 
130% as per MDPH QAPP unless otherwise specified, i.e. by 
in-house statistical analysis.  

F. The lab shall have a procedure or policy that provides 
guidance and/or criteria for the reprocessing and/or 
reintegrating of analytical data.  

5.1.2.2. Microbiology QC Schemes  

A. QC schemes required for microbiology include running QC controls 
concurrently with each sample batch or set.  They are:  

1. Positive and negative culture controls - positive and negative 
controls give correct response,   

2. System controls  

3. Collector controls,  
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4. Applicable kit controls (positive and negative),  

5. Media quality - the culture controls additionally verify the 
acceptability of the media,  

6. Un-inoculated media – un-inoculated media control reveals no 
visible growth, and  

7. Accuracy and precision control charts.   

B. Sample Duplicates or Spiked Samples– For quantitative methods, 
sample duplicates (for samples with expected values > 25 cfu/g) or 
spiked samples will be run for each batch of samples.  

C. Media lot testing for suitability and acceptance for use must occur prior 
to sample testing (i.e. no concurrent studies).  

5.1.3. External Quality Control Program  

A. Participation in proficiency testing is an important means of quality control 
and assessing laboratory performance. Accrediting agencies require 
laboratories to participate in programs relevant to the laboratory’s scope of 
testing.   

B. G7 maintains a documented proficiency testing (PT) plan that includes:  

1. How the laboratory will cover its entire scopes annually.  

Proficiency testing for all Chemical scope methods may not be 
necessary if the laboratory can provide evidence, showing similarity 
of tests on the Chemical scope.  

2. The scheduled PT for next years.  

C. When no PT or interlaboratory comparison is available, the laboratory 
shall develop and justify an alternative plan for monitoring data.   

D. Proficiency testing and interlaboratory comparisons are used as a tool to 
assist in the identification of laboratory problems that may exist and that 
have eluded the internal quality control program. They are not intended to 
represent individuals in the laboratory, unless this represents the normal 
mode of operation in which only one person is involved in the analysis. It 
is essential that proficiency testing samples are treated as routine samples 
to the extent possible.   

E. Analyses of proficiency samples should not be repeated, unless it is 
necessary to repeat the entire procedure or the data on those specific 
samples exceed the method’s linearity.   
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F. Proficiency testing is quality control for method analytical data. It is not 
necessary to perform a check sample where normally done as a Program 
requirement.   

G. Samples should be run in duplicate only in those procedures where 
samples are normally analyzed in duplicate.    

H. Proficiency testing shall be rotated among qualified analysts  

I. Management review all PT data and ensures proficiency and/or 
interlaboratory comparison data are submitted to the issuing authority by 
the date(s) defined when issued. Copies of all proficiency studies are 
retained in the laboratory.  The final reports from the issuing authority are 
reviewed by the testing area management upon receipt. All unacceptable 
results are investigated in accordance with G7GEN05 Control of 
Nonconforming Work.  

J. Most external PT providers issue acceptability limits and criteria; when 
issued, the laboratory shall use that criteria. If the PT provider does not 
issue acceptability criteria or the laboratory is performing proficiency 
testing by alternative means, then they shall have procedures that define 
the acceptability of the results.  

5.1.4. Other Quality Control Monitoring Activities  

Other QC procedures that may be used include:  

A. Replicate testing - Replicate testing may be performed on samples 
which are found to be violative. The original sample results are verified 
by using an alternative method or by rechecking results by the same 
method. A violative chemistry result may be verified by a second 
instrument, another method, a second analyst or repeated by the same 
analyst. A violative microbiology result by a rapid screening method is 
verified by a culture method.  

B. Retesting of retained items - Retained samples can be re-introduced 
into the workload as regular samples in order to assess laboratory 
performance.  

C. Correlation - Checking for correlation means evaluating the interrelated 
characteristics of the sample. By comparing results from different 
analyses on the same test item, one checks for reasonableness (i.e. 
Does the data make sense or correspond as anticipated?). Certain 
characteristics within the sample will maintain an analogous relationship 
to one another with regard to the type of test being performed. If one 
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characteristic is dependent on or at all indicative of another 
characteristic, they should be compared for consistency. The 
designated reviewer should be able to anticipate and recognize an 
analogous relationship with different characteristics of the same sample. 
Any deviation such as the absence of expected primary characteristics 
or the sudden appearance of previously unobserved characteristics of 
the sample, signals the probability of error.  

5.1.5. Evaluation of Quality Control Data  

All worksheets are submitted to the technical manager, alternate staff or 
designee for review. The QC range of each quality control data is evaluated for 
acceptability. Data that fall inside established control limits are judged to be 
acceptable, while data lying outside of the control interval are considered 
suspect. Control limits established by the laboratory are not to be exceeded 
except as resolved under a recorded corrective action process. This planned 
action includes the checking of results for calculation or transcription errors, 
preparation or use of new standards, recalibration of instrument, reanalysis of 
all samples with new controls or reagents, use of alternate system, and 
repeating analysis.  

5.1.6. Quality Control Charts  

The control chart is a graphical presentation of QC efficiency. If the procedure 
is in-control, the results will almost always be within established control limits.   

Accuracy and precision control charts are used to determine if the 
measurement system process is in control and whether the results generated 
by the measurement system are acceptable. The control chart provides the 
tool for distinguishing the pattern of indeterminate (random) variation from the 
determinate (assignable cause) variation.  This technique displays the test 
data from a process or method in a form which graphically compares the 
variability of all test results with the average or expected variability of small 
groups of data, in effect, a graphical analysis of variance.   

The average or mean value is calculated and the spread (dispersion or range) 
is established. Common practice sets the warning limits at ± 2 standard 
deviations while control limits are set at ± 3 standard deviations on each side 
of the mean. Since the distribution of averages exhibits a normal form, the 
probability of results exceeding the control limits is readily calculated.   
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 Figure 1: Example of a Control Chart  

    
Figure 2: A Control Chart showing a 3SD outlier  

Further, the chart will disclose trends and shifts from assignable causes which 
can be corrected. A trend will show a tendency or movement in a particular 
direction. If a series of consecutive data points move steadily either upward or 
downward, a trend is indicated. If a series of consecutive data points fall either 
above or below the center line, a shift is indicated. When a trend or shift is 
detected, it is annotated as such on the chart and reviewed to the extent 
possible to identify if a significant concern is indicated. If the review indicates a 
significant concern, follow the nonconforming work procedure.  
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Figure 3: Control Chart showing a trend  

  
Figure 4: Control Chart showing a Shift  

It is emphasized that there is absolutely no substitute for sound judgment 
based on an appreciation of the analytical system, the technique, the quality 
control materials utilized, and the analytical interpretation of the data 
generated by the procedure.  

 Levey-Jennings or Shewhart Control Chart - The data from a series of 
analytical tests are plotted with the vertical scale in units such as percent 
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(percent recovery), and the horizontal scale in units of batch number or time. 
The mean and standard deviation is calculated on the data.  Upper and lower 
control limits are established at the mean ± 3X the calculated standard 
deviation. Upper and lower warning limits are established at the mean ± 2X 
the calculated standard deviation.  

Precision charts (other names are Range Chart or R-chart) – The data from 
duplicates are plotted with the vertical scale in units such as percent (RPD), 
and the horizontal scale in units of batch number or time. The mean and 
standard deviation is calculated on the data.  The upper control limit is 
established at the mean X 3.27 and the upper warning limit is established at 
the mean X 2.51. Precision control charts do not have a lower warning and 
control limit.  

6.1.7. Statistical Process Control  

A. Statistical limits are determined at the 99% confidence interval. The 
evaluation of control limits is made after no less 20 QC points are 
accumulated from different batches i.e. separate runs/batches, different 
days, different analysts, etc.  

B. Accuracy is expressed as percent recovery of spiked samples.  

C. Percent recovery is calculated as follows for spikes in solvent or 
standard spikes:  

X 
 % Recovery = 100 ×      

K 

where:  

X = observed value  

K = known value  

D. Accuracy is calculated for spikes into natural matrices as follows:  

Xs �• Xu 
Recovery = 100 ×    

K 

where:  

Xs = measured value for spiked sample  

Xu = measured value for unspiked sample  
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K = known value of the spike in the sample E. For 

accuracy, this interval is computed as: Accuracy Interval = 

Mean Recovery ± 3 X S where:  S = Standard deviation for 

individual values  

�œ(Xi �• X)2 

S =    
N�•1 

where:  

Xi = value of individual measurement  

X = arithmetic mean of the measurements  

N = number of the measurements  

F. For qualitative analysis, accuracy is expressed as positive (presence) or 
negative (absence).  

G. Precision is expressed as relative standard deviation (RSD) or relative 
percent difference (RPD) of duplicate samples.  

H. RSD is calculated from standard deviation and mean recovery, when 
the standard deviation is derived from multiple recovery results as 
follows:  

�´ 
RSD = CV = 100 ×   X 

where:  

RSD = relative standard deviation 

�&�9������� ���F�R�H�I�I�L�F�L�H�Q�W���R�I���Y�D�U�L�D�W�L�R�Q���1��� ��

standard deviation  

X = arithmetic mean of the measurements  

I. RPD is calculated when only two sample results are available as 
follows:  

  
where:  
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| R1 - R2 | =  Absolute difference between the determinations  

R = arithmetic mean of the two values  

J. For precision based on RPD of duplicate samples this limit is computed 
as:  

Upper Control Limit = 3.27 X RPD where:   RPD 

= mean relative percent difference  

K. For qualitative analysis, precision is expressed as true and false positive 
rates; and true and false negative rates.  

# falsepositives 
 % false positive =   × 100   

total#knownnegatives 

# falsenegatives 
 % false negative =   × 100  

total#knownpositives 

6.1.8. Treatment of Outliers and Trends  

A. An outlier is a datum that is different from the main data pattern, and/or 
is not representative of the data set. Outliers are extreme cases of one 
variable, or a combination of variables, which have a strong influence on 
the calculation or statistics. The principal safeguards against obtaining 
or using an outlier are vigilance during all operations and visual 
inspection of data before performing statistical analyses. Each 
suspected outlier is evaluated and rejected if found to be 
unrepresentative, or to have a high probability of being 
unrepresentative.  Rejection for a reason is referred to as rejection for 
assignable cause.  

B. A plot outside of the control limits may be an indication of an assignable 
cause. If a quality control result falls above or below the control limits (3 
SD) of the control chart, the value is investigated. The investigation is a 
planned action to correct the problem and to prevent the reporting of 
incorrect results. Sometimes the investigation will reveal a recording or 
computational mistake that can be revised to obtain the correct value. If 
the investigation reveals an assignable cause, i.e.  deterioration of 
reagents, improperly prepared reagents, inadequate storage of reagents 
or standards, the analysis is repeated. When outliers are found, all 
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analytical results for that analytical batch are inspected to ensure that 
erroneous results are not reported.  

C. Quality control data outside of the control limits (3SD) rejected due to 
assignable cause remain in the permanent records of the laboratory, for 
example, on QC charts. However, a datum so determined to be an 
outlier will be flagged as such and is excluded from the data set before 
statistical calculations are made. Control limits calculated from data sets 
containing outliers are not valid.  

  
 

7. Glossary/ Definitions  

A. Accuracy – Accuracy is the nearness of a measurement or the mean of 
a set of measurements to the true value. Accuracy is assessed in terms 
of percent recovery for quality control check samples and matrix spikes.  

B. Analytical solution – An analytical solution is the sample in the form as 
introduced to an instrument. The analytical solution is the end result of 
the sample preparation, extraction, and digestion procedures.  

C. Analytical spike – An analytical spike is a sample made by spiking an 
analytical solution after the sample preparation or digestion process.    

D. Batch - A batch is the basic unit of measure by which the number of 
quality control samples needed is determined. The analytical batch is 
those samples, sample extracts, or sample digestates that are analyzed 
together with the same method sequence, the same lots of reagents, 
and manipulations common to each sample within the same time period 
or in continuous sequential time periods. The extraction batch is those 
samples extracted or digested using the same techniques.  Samples in 
each analytical or extraction batch should be of similar composition.  

E. Calibration blank – A calibration blank is usually an organic or aqueous 
solution that is as free of analyte as possible and prepared with the 
same volume of chemical reagents used in the preparation of the 
calibration standards and diluted to the same volume with the same 
solvent (water or organic) used in the preparation of the calibration 
standard. The calibration blank is used to give the null reading for the 
calibration curve. For methods in which the calibration solutions receive 
the full sample preparation treatment, the calibration blank is identical 
to, and becomes referred to as, the method blank.  
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F. Continuing Calibration Verification (CCV) – A CCV is a standard 
solution used to verify freedom of excessive instrument drift. The CCV is 
a periodic check of the calibration.  

G. Control charts – This is a chart consisting of an expected value (typically 
the mean) and an acceptable range of occurrences expressed as 
control limits.  The values obtained from measurements versus the time 
sequence of entries are plotted to produce control charts.  

H. Duplicate samples – Duplicate samples are two separate samples taken 
from the same source (i.e. samples in separate containers and analyzed 
independently).  

I. Initial Calibration Verification (ICV) – This is an independent standard 
solution used to verify the calibration standard level. An independent 
standard solution is defined as a standard solution composed of the 
analyte of interest from a separate (different) source, a different lot or a 
separately prepared set of two primary standards may be used.  

J. Laboratory Control Sample (LCS) – A well characterized sample of 
known analytes and concentration, or a stable artifact, that is measured 
over time to monitor the stability of the measurement process.  

K. Matrix spike sample – A matrix spike sample is prepared by adding a 
predetermined quantity of stock solution of representative analytes to an 
actual sample matrix (as opposed to an ideal matrix, e.g. reagent water, 
or site blanks, etc.) prior to sample extraction/digestion and analysis.  
The matrix spike is used to measure accuracy of the method in the 
sample matrix.  

L. Matrix spike duplicate analysis - Equal and predetermined quantities of 
stock solutions of certain analytes are added to each of two aliquots of a 
sample prior to extraction or digestion and analysis. Matrix spike 
duplicates can be used to measure precision.  

M. Method detection limit (MDL) – The MDL is the minimum concentration 
of a substance that can be measured and reported with 99% confidence 
that the analyte concentration is greater than zero. It is determined from 
the analysis of replicates of a sample containing the analyte at very low 
concentration.  

N. Monitor – To monitor is to observe and record activity to measure 
compliance with a specific standard of performance; routine and 
ongoing collection of data about the indicator.  
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O. Precision – Precision is the agreement between a set of replicate 
measurements without assumption or knowledge of the true value. 
Analytical precision is assessed by means of laboratory duplicate or 
replicate or duplicate matrix spike analysis.  The most commonly used 
estimates of precision are the relative standard deviation (RSD) or the 
coefficient of variation (CV).  

P. Quality Assurance – Quality assurance is an integrated system of 
management activities involving planning, implementation, assessment, 
reporting, and quality improvement to ensure that a process, item, or 
service is the type and quality needed and expected by the client.  

  
 

8. Records  

A. Control charts for accuracy and precision  

B. Proficiency test results  

C. Nonconforming work and corrective action records  

  
 

9. Supporting Documents  

A. G7 GEN 05 Control of Nonconforming Work  

B. G7GEN Corrective Action  
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1. Purpose   

To provide guidelines when any aspect of testing, or the results of this work, 
do not conform with laboratory procedures or specified requirements.  

  
2. Scope  

This procedure applies to G7 lab LLC. This procedure directly concerns the 
laboratory’s quality assurance program.  

  
3. Responsibility   

The G7 laboratory designates the responsibilities and authorities for the 
management of nonconforming work within laboratory’s quality documents with 
actions (including halting of work and withholding of test reports, as necessary) 
defined and taken when nonconforming work is identified. These actions are 
based upon the risk levels established by the laboratory.  

The laboratory quality documents will include designation of authority for 
resumption of work if halted.  

 
  

 

4. Background   

If properly executed, quality control parameters can monitor the various 
aspects of data quality on a routine basis. In instances where performance 
falls outside acceptable limits, the data produced can be questioned and, after 
investigation, a determination made as to its validity. The laboratory’s internal 
quality assurance program is the principal recourse available for ensuring that 
only a quality product is released.  Quality control parameters and quality 
assurance elements are defined in the laboratory’s quality management 
program.  These identified quality control parameters are the critical elements 
that would cause a nonconforming product if not met.  

  
5. Procedure   

Identification of nonconforming work or problems with the management system 
or with testing activities can occur at various places within the management 
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system and technical operations. Examples are customer complaints, quality 
control (QC), instrument calibration, checking of consumable materials, staff 
observations or supervision, test report checking, management reviews, and 
internal or external audits.  

A. Identified nonconformances with any procedure, process, quality control 
parameter or customer requirement are recorded in Medialab (G7 Lab 
LLC’s Quality Management information System).  This process involves 
documenting the nonconformance, evaluation of the significance or 
impact the nonconforming work has on the quality system, technical 
operations, and data reported, and any remedial actions taken.    

B. When the evaluation (based upon the significance of the nonconforming 
work) indicates that it could reoccur or that there is doubt about the 
compliance of the laboratory’s operations with its own policies and 
procedures, the corrective action procedures outlined in G7Gen07 
Corrective action shall be promptly followed.    

C. Corrections will be performed immediately, together with any decisions 
about the acceptability of the nonconforming work.  

D. Dispositions or actions taken on a nonconforming work product are 
based upon an impact analysis on previous results and include one of 
the following:  

1. Rework – action taken on nonconforming product so that it will fulfill 
the specified requirements;  

2. Redone – action taken to re-collect sample or reanalyze (redo) 
sample to bring the product into conformance;  

3. Use as is – approving the use of nonconforming product without 
rework or redoing, a disclaimer is made that the product was 
accepted and the quality requirements that the product did not meet 
are specified; and  

4. Unable to use – action taken if unable to resolve the problem. The 
receiver is notified that the data cannot be reported.  

E. Data, reports, and actions are not released until the problem is resolved 
and verified by management. The sample may need to be reanalyzed or 
re-collected or the inspection redone. If unable to resolve the problem, 
the receiver is notified that the laboratory data cannot be reported or 
accepted; with disclaimers made that the product did not meet quality 
standards.  
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F. When a non-conformance has been identified and the validity of 
previously-reported data is in question, a corrective action with 
investigation will be opened, the customer is notified, and if possible, the 
product brought into limits by rework or reanalysis to confirm the validity 
of what was reported.   

G. If in error, a corrected report will then be sent to the customer. The 
corrected report must be identified as an amended or corrected report.  

H. A customer supplied product (sample) which is lost, damaged or 
otherwise unsuitable will be annotated in the web application, such as 
Field Accomplishment and Compliance Tracking System (FACTS) or 
Laboratory Information Management System (LIMS), and reported to 
the customer verbally or electronically.  

  
 

6. Glossary/Definitions   

Nonconformance – This is a departure of a quality characteristic from its 
intended level or state that occurs with enough severity to cause an associated 
product or service to not meet a specification or requirement.  

  
 

7. Records   

A. Nonconformance or Corrective Action records.  

B. Records of communications with the customer  

  
 

8. Supporting Documents   

A. G7Gen07 Corrective Action   

9.  References   

A. Quality Assurance Program Plan for Analytical Testing Laboratories 
Performing Analyses of Finished Medical Marijuana Products and 
Marijuana-Infused Products in Massachusetts, Volume 5.0, MDPH 
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1. Purpose   

To provide guidance in the process of identifying, evaluating, recording, 
investigating, correcting the causes of, and determining the disposition of 
nonconforming processes, services, and work products (hereafter referred to 
as nonconformances).  The cornerstone of corrective actions is written, and 
retrievable records of actions taken and follow-up monitoring to determine that 
corrective actions have been performed, documented, and found to be 
effective.  

  
 

2. Scope  

This procedure applies to G7 laboratories and laboratory work products and 
processes. This procedure directly concerns the laboratory’s quality assurance 
program.  

  
 

3. Responsibility   

�x Technical Manager:  

1. Take action to control and correct nonconformances when they 
occur.  

2. Ensure that corrective actions are performed, implemented, and 
communicated.  

3. Review corrective actions that have been taken and approve or 
recommend if further corrective actions are needed.  

4. Complete appropriate sections of nonconformance and corrective 
action records in the Quality Management System (Media Lab).  

�x Employees:   

1. Initiate and/or participate in the completion of corrective actions.   

2. Complete appropriate sections of the nonconformance and 
corrective action records in QMiS.  

�x The Quality Manager (QM):   
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1. Monitors the quality system for systematic problems.   

2. Facilitates the corrective action process.  

3. Initiates corrective actions in Media Lab when needed, i.e. as a 
result of complaints/feedback, nonconformances, audit results, 
management review, or other findings.  

4. Monitors corrections and corrective actions for trends, effectiveness, 
and timely completion.  

5. Maintains all records generated during corrections, corrective 
actions and their investigation(s), including objective evidence of 
actions taken, in Medialab.  

  
 

4. Background   

Nonconformances can occur at various places within the quality system and 
technical operations.  Examples include customer complaints, unacceptable 
quality control samples, instrument and sample problems, environmental 
problems that affect results, purchased materials for laboratory use, staff 
observations, management reviews and audits.  Processes, services, and/or 
products considered to be nonconforming may be identified in the following 
ways:  

• Incoming product from suppliers  

• Services provided by external sources (i.e. service contractors)  

• Processes producing unacceptable results or products.  

• Internal or External Quality Audits.  

  
 

A. AOAC International Guidelines for Laboratories Performing  
Microbiological and Chemical Analysis of Food, Dietary Supplements, 
and Pharmaceuticals – An Aid to Interpretation of ISO/IEC 17025:2017; 
August 2018.  
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5. Procedure   

5.1. Review of Nonconformity  

A. When a nonconformity occurs, the laboratory must take action to control 
and correct it with actions appropriate to the effects of the 
nonconformities encountered.  

B. A review of the consequences of the nonconformity is performed to 
determine if a Correction or Corrective Action is warranted.   

5.2. Correction  

A. If a minor nonconformance is detected where a product was not affected 
but absolute compliance to a statement of intent or clause of a standard 
was not met on basis of objective evidence, it can be recorded as a 
correction only with rectification actions recorded and closed.   

B. An obvious trend in a repeated minor nonconformance can escalate it to 
a corrective action.  

5.3. Root Cause & Corrective Action  

A. Once a nonconformance that impacts a lab’s product, processes, or 
service is detected an evaluation of the need for action to eliminate the 
cause(s) will be performed.   

B. The laboratory determines if similar nonconformities exist or could 
potentially occur.   

C. An investigation to determine the root cause(s) of the problem will be 
initiated in order to determine an effective corrective action.   

D. Often the root cause is not obvious, therefore careful analysis of all 
potential causes of the problem is required.  Areas to investigate can 
include:  

1. The samples or sample specifications  

2. Methods and/or procedures  

3. Staff skills and training  

4. Consumables and/or vendors used  

5. Equipment and its calibration  

E. Once the root cause has been determined potential corrective actions 
shall be identified.    

1. Decide what can be done to prevent the problem from recurring.  
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2. Determine how the solution will be implemented.  

3. Define who will be responsible for implementation.  

4. Evaluate the risks of implementing the solution.  

F. The corrective action(s) most likely to eliminate the problem and to 
prevent a recurrence shall be selected for implementation.  

G. Changes required as a result of the investigation shall be recorded and 
implemented (i.e. procedure revisions, training, resumption of work 
where it was stopped due to the nonconformance, etc.).  

H. The Technical manager ™ closes the corrective action when there is 
objective evidence that the actions are completed and effective.  

5.4. Monitoring for Effectiveness  

A. Corrective actions that are implemented must be monitored to determine 
if they are and/or continue to be effective.  

B. The TM can keep a completed action report open for a specified time to 
monitor effectiveness, and then close the issue once it has been 
determined to be effective.  

C. Once an action report has been closed its effectiveness can still be 
determined with an audit in the area affected by the original 
nonconformance.   

D. In the event a corrective action is found to be ineffective a new 
nonconformance report will be initiated with a different root cause 
investigation to determine why the first corrective action was not 
effective, if the true root cause was determined, and to evaluate and 
identify the best corrective action to implement and record.  

E. This additional corrective action must also under go monitoring to 
determine its effectiveness  

5.5. Recording Correction(s) and Corrective Action(s)  

Record nonconformance, investigation, correction, corrective action 
information in Media lab and according to local laboratory procedures.   

  

    
1. Process Map  
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7. Glossary/Definitions   

A. Correction - action taken to render the work product acceptable for use 
by eliminating the detected nonconformity.  

  

Identify  
nonconformance 

Record 

Implement Plan 

Root Cause Analysis 

Record 

Evaluate during  
internal audit and  

management review. 

Correction Only 

Investigate/Evaluate 

Yes or No 

Make Correction 

NO YES 

Develop Corrective/ 
Preventive Action Plan 

Monitor Effectiveness 

Close Out 
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B. Corrective Action - The steps taken to eliminate the root cause(s) 
identified by a root cause analysis.  

C. Deficiency – an alternate term used to describe a non-conformance.  

D. Nonconformance – A non-fulfillment of a specified or implied 
requirement of the quality management system or of a quality work 
product.  

E. Observation – a perceived or detected abnormality or anomaly that is 
not out of conformance to a specified or implied requirement; yet could 
possibly become a non-conformance if not acted upon or can be 
improved upon.  

F. Preventive Action: Steps to mitigate or remove the underlying cause of a 
nonconformance.  

G. Media Lab – G7 lab LLC’s Quality Management information System 
software. This is where corrective actions are recorded 

H. Root Cause(s) – The underlying reason (i.e. cause) that results in a 
nonconformance.  

I. Root Cause Analysis – A systematic method of problem solving that 
identifies the root cause(s) of non-conformances.  

  
 

8. Records   

A. Correction and Corrective Action Reports  

B. Notes created during Root Cause investigation(s)  

  
 

9. Supporting Documents   

A. Media Lab Help Files, User Manual  

B. G7 Gen05 Control of Nonconforming Work  
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