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Purpose

The purpose of this document is to establish a Quality Agreement (“Agreement”) between [MANUFACTURER  Name] herein after “MANUFACTURER ” and ProSupps USA, LLC (herein after, “DISTRIBUTOR”) regarding the manufacturing and supply of the Products listed in the attached Appendix I (herein after, Product or Products). This agreement shall define and establish the obligations, responsibilities, and channels of communication between the Quality departments of both parties, permitting DISTRIBUTOR to know what and how manufacturing activities are performed at MANUFACTURER .

This agreement is effective upon final approval by the designated individuals from DISTRIBUTOR and MANUFACTURER .

Scope

The scope of this agreement covers the essential quality attributes pertinent to the manufacture of Products so DISTRIBUTOR can then make decisions related to whether the packaged and labeled finished product conforms to established specifications and whether to approve and release the product for distribution. 

Both parties agree to cooperate in the success of this agreement.

Definitions and Abbreviations

Acceptance Criteria: 

The product specifications and acceptance/rejection criteria, such as acceptable quality level and unacceptable quality level, with an associated sampling plan, that are necessary for making a decision to accept or reject a lot or batch.

Agreement:  

A negotiated and legally binding arrangement between parties.

Audit: 

The on-site activity, such as an inspection or examination, of a process or quality system, to ensure the manufacturer’s compliance to regulatory requirements. An audit can apply to an entire organization or might be specific to a function, process or production step.

Batch (Lot):  

A specific quantity of a finished product or other material that is intended to have uniform character and quality, within specified limits, and is produced according to a single manufacturing order during the same cycle of manufacture.

Batch (Lot) Number:  

A unique and distinctive combination or sequence of numbers and/or letters from which the complete history of the manufacturing, processing, packaging, coding and distribution of a batch can be determined.

Botanical ingredient (botanical):  

An ingredient derived from a plant or microorganism (e.g. fungi or cyanobacteria).

Botanical ingredient – extract:  

The complex, multicomponent mixture obtained after using a solvent to dissolve components of the biomass.  Extracts may be in dry, liquid, or semi-solid form.  Excipients may be added to extracts to adjust the concentration, enhance stability, limit microbial growth, and to improve drying, flow, or other manufacturing characteristics.  Extracts are not the same as expressed juices; pure chemicals isolated from the herb, or synthetically modified plant constituents.

Bracketing

The design (or policy) of a stability schedule such that only samples on the extremes of certain design factors (example: strength, package, size) are tested at all time points as in a full design. The design assumes that the stability of any intermediate levels is represented by the stability of the extremes tested. Bracketing can be applied to different container sizes or different fills in the same container closure system, as well as studies with multiple strengths of identical or closely related formulations. All bracketing policies must be justified by scientific documentation.

Certificate of Analysis: 

A document identified as such, provided, signed, and dated by a Responsible Person at the MANUFACTURER, which sets forth the analytical test results, obtained from testing a representative sample against the established specifications for the batch manufactured and delivered to DISTRIBUTOR.

Component:  

Raw materials, specifically dietary ingredients and non-dietary ingredients, used in the manufacture of a dietary supplement or food product.  Also includes any material, ingredient, excipient or facilitator which touches the product, such as water (even if later extracted prior to final packaging), cap liners, film, etc.
Continuous Process:  

A manufacturing process that continually produces the component from a continuous supply of raw material.

Corrective Action: 

A change implemented to address a weakness identified in a management system; action to eliminate the cause of a detected nonconformity or other undesirable situation.

Dietary Ingredient: 

An ingredient intended for use or used in a dietary or food supplement that is: 

(1) a vitamin



(2) a mineral



(3) an herb or other botanical

(4) an amino acid

(5) a microorganism for human consumption 

(6) a dietary substance for use by man to supplement the diet by increasing the total dietary intake

(7) a nutrient or other substance with a nutritional or physiological function

(8) a concentrate, metabolite, constituent, extract, or combination of any of the foregoing ingredients

(9) a principal component identified in a product’s name or on its principal display panel (Supplement Facts Panel)
Deviation:  

Departure from an approved instruction or established standard.
Excipient:

An excipient is a natural or synthetic substance formulated alongside the active ingredient of a dietary supplement.
FIFO:


First In, First Out Inventory method.

Finished Product: 

A product requiring no further processing prior to sale to the consumer.

GMP: Good Manufacturing Practice:  

Requirements for the Quality System under which dietary supplement products are manufactured. Current Good Manufacturing Practice (cGMP) is the applicable term in the United States.  For the purpose of this document, the terms GMP and cGMP are equivalent.

Impurity:  

Any portion of a component that is not the intended chemical entity but is present as a consequence of either the raw materials used or the manufacturing process.

In-process Material:  

A material fabricated, compounded, blended, ground, extracted, sifted, milled or agglomerated, derived by chemical reaction, or processed in any other way that is produced for, and used in, the preparation of a dietary ingredient or supplement prior to packaging as ready for sale.

Label:  

The display of written, printed or graphic matter on the immediate container of the product.

Labeling:  

All written, printed or graphic matter accompanying a product at any time while it is in-transit to the customer or being held for sale after shipment or delivery to the customer.

Manufacturer:  

The party who performs the final processing step.

Packaging:  

The container and its components that hold the product for storage and transport to the customer.

Plant:  

A building or facility, or parts thereof, used for or in connection with the manufacturing, packaging, labeling, and/or holding of a dietary product.

Procedure:  

Written, authorized instructions for performing specified operations.

Process: 

The set of operating parameters that can be measured solely with mechanical equipment.

Qualified Individual:  

A person who has the education, training and/or experience to perform the person’s assigned functions.

Quality Agreement: 

A legally binding agreement that is mutually negotiated and concluded between a manufacturer and their customers.  It is intended to define, in a formalized matter, the responsibilities relative to quality tasks to assure the manufactures, supply and use of safe materials acceptable for dietary supplement use.  It may also include commitments between the parties regarding (a) the provision of information, documents, or samples, and (b) communication and notification rules including contacts.

Quality Assurance:  

The sum total of the organized arrangement made with the object of ensuring all products are of the quality required for their intended use and that quality systems are maintained, especially inputs and outputs.
Quality Control:  

The sum total of the organized arrangement made with the object of ensuring all products are of the quality required for their intended use and that quality systems are maintained, especially in-process manufacturing steps, as well as the monitoring of Critical Control Points and Quality Control Points.
Raw Material:  

A component, product label or packaging material intended for use in the manufacture, labeling, and or packaging of a dietary ingredient or dietary supplement, including those that may not appear in such finished product.

Recall:  

A process for withdrawing or removing a dietary supplement material from the distribution chain because of defects in the material or complaints of a serious nature.  The recall might be initiated by the manufacturer/importer/DISTRIBUTOR or a responsible agency.

Record:  

Document stating results achieved and/or providing evidence of activities performed.  The medium may be paper, magnetic, electronic or optical, photography etc. or a combination thereof.

Representative Sample:  

A sample that consists of a number of units that are drawn based on rational criteria, such as random sampling, and is intended to ensure that the sample accurately portrays the material being sampled.

Retained Sample:  

Representative sample of a batch/delivery (aliquot) that is sufficient quantity to perform at least 2 full quality control analyses and will be kept for a defined period of time.

Rework:  

Clean, unadulterated material that has been removed from processing for reasons other than unsanitary conditions or that has been successfully reconditioned by reprocessing, and that is suitable for use in the manufacture of a dietary product.
Scrap:


An action taken on nonconforming material to preclude its originally intended use (any process without discernable scrap in the value stream is ineffectively implemented).
Specification:  

The quality parameters to which the product, component or intermediate must conform and that serve as a basis for quality evaluation.

Supplier:  

Person or company providing dietary supplement starting materials on request.  Suppliers may be distributors, manufacturers, traders, etc.

Sub-Contractor: 

A third party contractor, engaged and qualified by the manufacturer to perform any part of its original contracted cGMP obligations under the License, Supply or Quality Agreement.

Validation:  

A documented program that provides a high degree of assurance that a specific process, method or system will consistently produce a result meeting predetermined acceptance criteria. Most commonly used for drug manufacturing but can be used for other manufacturing procedures to ensure methods and systems are consistent and precise.

Work Environment:

Those conditions under which work is performed including physical, environmental, and atmospheric factors such as noise, temperature, light and humidity.
Policy Statement

The companies will treat this Quality Agreement as a controlled document. By accepting this agreement, the MANUFACTURER  commits activities related to the manufacturing, packaging, testing, labeling, and release of Products will be conducted to the standards of the cGMP (Code of Federal Regulations, 21 CFR §110 and §111), and according to guidelines outlined in this agreement. 

Conflict over this Quality Agreement should, in the first instance, be resolved by negotiation. Therefore, the parties shall negotiate and endeavor and achieve a mutually acceptable resolution to the conflict.

Accordingly, DISTRIBUTOR agrees to conduct its dealings with MANUFACTURER  in a manner wholly supportive of cGMP compliance, and consistent with their obligations under 21 CFR §111.

Effective Period of Quality Agreement

This Quality Agreement commences with the date of this Agreement, for Products between DISTRIBUTOR and MANUFACTURER, and extends through the date of one year past the last shipment of any Product to DISTRIBUTOR.  The Quality Agreement may be renegotiated for a predetermined survival period. 

Requirements of the Quality System

Audit of the MANUFACTURER  

MANUFACTURER agrees that DISTRIBUTOR, as well as any other independent authority which DISTRIBUTOR and MANUFACTURER approve as a contract auditor, shall at a mutually agreeable time be entitled to audit once yearly the quality systems of MANUFACTURER during mutually agreeable and reasonable times. MANUFACTURER will provide a written response to the audit, itemized by each observation within 30 calendar days after receipt of the written audit report. Audits by DISTRIBUTOR ‘s partner (3rd Party Auditor) may be conducted, but only if scheduled through and accompanied by DISTRIBUTOR . 

Environmental Policy

MANUFACTURER  shall comply with federal, state, and local ordinances regarding hazardous waste and environmental effects as a result of the production. MANUFACTURER  shall avoid contributing to additional environmental stress in the development and manufacture of Products.

Training

MANUFACTURER  agrees that there will be adequate staff and supervision engaged in the manufacture, testing, processing, packaging, and/or holding of Products that have the education, training and experience or any combination thereof, to enable those persons to perform their assigned functions. Training extends to the particular operations that the employee performs and to cGMPs as they relate to the employee’s functions. Training will be conducted by qualified trainers and the training records shall be readily available for the personnel working on the DISTRIBUTOR Product. All training relative to a specific task will be completed prior to the initiation of the task. Training will be conducted with sufficient frequency to assure familiarity with cGMP requirements applicable to the position and function.

Licenses

MANUFACTURER has the legal licenses from State and Federal authorities to manufacture products and will inform DISTRIBUTOR in case of any modification.

Stop Shipments and Recall

Recalls will be handled according to MANUFACTURER and DISTRIBUTOR procedures. Communications relating to stop shipments and recalls will be communicated and documented between both parties.

Resolution of Quality Issues

Representatives from both DISTRIBUTOR and MANUFACTURER  Quality Assurance departments will be involved in decision-making and resolution of quality issues. All resolutions and action items will be documented in writing. If there are any dispute concerning whether the Products were manufactured in compliance with GMP or manufacturing instructions, the MANUFACTURER  Quality Assurance departments shall discuss in good faith the matter in order to resolve such dispute. If they fail to reach an agreement, a qualified third party expert, agreed upon by both parties, shall determine and provide a determinative decision. The party whom the expert rules against shall bear all costs of the expert’s activities.

Controlled documents 

MANUFACTURER  agrees, with approval of this agreement, to have all documents used in the production of Products, readily available, including but not limited to the MANUFACTURER ’S: 

· Standard Operating Procedures (SOPs) 

· Established Finished Product Dietary Supplement Product Specifications

· Approved Vendor List

· Established specifications for Components (Raw Materials), Packaging (Container / Closures)

· Analytical Test Methods used for Components, In-process and Products

· Master Manufacturing Records (MMRs)

· Cleaning logs related directly to the manufacturing of Products

· Analytical Test Methods, and/or Analytical Method Transfers, and Validation Protocols and Reports

· Product Label Reviews and Evaluation of Specifications against Master Product Label

· Stability Protocols 

Components and Other Raw Materials

MANUFACTURER  agrees to purchase, test (identify), hold, and maintain all components used in the manufacture of DISTRIBUTOR dietary supplements, including the establishment of component specifications.  MANUFACTURER  will also be responsible for qualifying the supplier/vendor and its respective component(s) to ensure the MANUFACTURER ’S component specifications are being met.

MANUFACTURER  agrees to conduct at least one appropriate test or examination to verify the identity of any component that is a dietary ingredient. MANUFACTURER  agrees to perform, at minimum, a scientifically valid test for Identity and a review of the validated vendor Certificate of Analysis for components used in the manufacture of DISTRIBUTOR finished products.      

MANUFACTURER  agrees to provide DISTRIBUTOR access to any and all documentation, testing, results, and supplier and component qualifications regarding components used in the manufacture of DISTRIBUTOR ‘s dietary supplement or food products.  MANUFACTURER  shall also retain at least two times the quantity required for full release testing. 

Raw Material Control

MANUFACTURER  agrees established component specifications will fall within its finished product specifications. 

MANUFACTURER  shall notify DISTRIBUTOR of any and all changes to components, including a change or substitution in the supplier/vendor.  These changes should be reviewed by DISTRIBUTOR prior to the manufacture of the dietary supplement directly affected by the change.  Such changes shall include:

· Component specifications

· Supplier/vendor

· Component substitutions

· Any raw material process/procedure that may affect the quality of the finished product.

Document Change Control

Changes proposed or initiated by the MANUFACTURER shall be forwarded to DISTRIBUTOR ’S Regulatory/Quality contact for review prior to implementation of the change. Change control procedures for Products will be administered through the MANUFACTURER ’S change control system. In addition, MANUFACTURER  agrees to have Change Control documentation readily available for DISTRIBUTOR upon request or audit.

Changes proposed or initiated by DISTRIBUTOR will be forwarded to the MANUFACTURER.

If either MANUFACTURER or DISTRIBUTOR propose or initiate a document change that affects the responsibilities or duties listed in this agreement in a manner where conflict might take place, the Quality Agreement is to be reviewed and amended accordingly, with appropriate signatures and dates where necessary, as to avoid such conflict.  

Production

Master Manufacturing Records

All Master Manufacturing Records (MMR’s) will be created by MANUFACTURER, and made available to DISTRIBUTOR for review to ensure 21 CFR 110 and 21 CFR 111 regulations are being met. 

Observation during Manufacturing

During the manufacturing process, MANUFACTURER agrees to allow DISTRIBUTOR representatives to be present and observe production outside of an audit, given MANUFACTURER  is notified and provided exact dates and times of arrival at the facility. DISTRIBUTOR representatives will be obligated to comply with MANUFACTURER’S safety, environmental, and cGMP procedures while visiting and observing the manufacturing process. 

Deviations and Out-of-Specifications (OOS)

MANUFACTURER agrees to inform DISTRIBUTOR of any deviation or out of specification which may prevent a Purchase Order from being completed on schedule or cause additional testing and investigation into the quality of the finished product. DISTRIBUTOR will use this information to make decisions related to whether the packaged and labeled finished product conforms to established specifications and whether to approve and release the product for distribution.

Retention Samples

In accordance with 21 CFR §111.465, MANUFACTURER agrees to store retention samples of every lot of Product manufactured and released by MANUFACTURER to DISTRIBUTOR.  Retention samples will be at least two times the quantity required for full release testing.

Finished Product Release

After the review of the batch production record and lot-specific related documents has been completed by MANUFACTURER, a lot release notification signed by a MANUFACTURER Quality Assurance designee will be provided to DISTRIBUTOR prior to the shipment of Product to DISTRIBUTOR. Receipt of this lot release notification may come in the form of a Certificate of Analysis and constitutes release of the lot of Product by MANUFACTURER. In accordance with 21 CFR §111 MANUFACTURER will not ship any of DISTRIBUTOR’S Products to any destination (with the exception of bulk Dietary Supplement Product for purposes of packaging) until DISTRIBUTOR has received the final release notification from MANUFACTURER. 

Laboratory Control

MANUFACTURER  agrees to establish laboratory specifications, standards, sampling plans, test procedures, or other laboratory control mechanisms as necessary to meet DISTRIBUTOR established finished product release specifications. Laboratory specifications may be established by a 3rd party laboratory contracted by MANUFACTURER  such that the 3rd party meets DISTRIBUTOR established finished product release specifications. 

Stability Testing

MANUFACTURER  agrees to create and establish stability testing protocols for DISTRIBUTOR products it manufactures. 

MANUFACTURER  shall publish a quote for DISTRIBUTOR illustrating the scope and cost of stability testing. Once a quote has been accepted by DISTRIBUTOR, the MANUFACTURER  agrees to place the first validation batches of each product into stability, as well as one batch yearly of each product, inclusive of each packaging configuration, subject to normal stability bracketing policies. 
MANUFACTURER agrees to conduct stability testing as per the approved stability protocol and current validated test method for the lot and shall place the lot of dietary supplement product on stability within thirty (30) calendar days after the dietary supplement product is packaged, or received back from a contract packaging facility. 

MANUFACTURER  agrees to provide DISTRIBUTOR a copy of the analytical results summary and the updated stability tables summarizing the stability data for that lot within thirty (30) calendar days after results are complete. 

Regulatory Filing Requirements

As an “Own-Label Distributor”, DISTRIBUTOR is the owner of the finished dietary supplement product and is ultimately responsible for completing and filing annual reports and/or any other regulatory filings necessary for DISTRIBUTOR Products.  

MANUFACTURER  agrees to grant DISTRIBUTOR, access to any and all documentation, reports, test results, or investigations related to the manufacturing, labeling, and packaging of DISTRIBUTOR Products. In addition, MANUFACTURER  agrees to provide DISTRIBUTOR upon request, any information regarding production and process control systems implemented by MANUFACTURER  which covers all stages of manufacturing, packaging, labeling, and holding of the dietary supplement to ensure the quality of the dietary supplement per 21 CFR Part 111.55.

Product Complaints

(See also, Adverse Dietary Supplement Experience Reporting Requirements)

DISTRIBUTOR will be responsible for the receipt, communication, and close of all product quality complaints related to a referenced DISTRIBUTOR Product.  

When necessary or upon request, MANUFACTURER  agrees to forward any applicable information to DISTRIBUTOR in no more than five (5) working days. If a more urgent need is recognized, such as cases involving potential tampering or an adverse event, both parties shall set a meeting within 24 hrs. of the complaint in order to discuss prompt corrective actions.  MANUFACTURER  also agrees to conduct its own investigation of a product complaint as necessary or upon request and provide a written report on the results of the investigation to DISTRIBUTOR in no more than thirty (20) working days of the complaint’s receipt (or sooner if agreed to by both parties).  

DISTRIBUTOR will be responsible for communicating directly with the customers, consumers, and/or regulatory authorities the results of the complaints investigation, when and if necessary.

MANUFACTURER  agrees to provide files and any other information regarding a product complaint to DISTRIBUTOR within one (1) business day of request. 
Storage of Documentation

MANUFACTURER  agrees all Product-related documentation including reference samples shall be kept in a manner so as to protect and secure the documentation against damage, destruction, fire, unintended changes, or disposal during the required time of storage.  MANUFACTURER  also agrees documentation shall be kept for a minimum of one (1) years after the expiration of last product lot produced. At the end of this period, DISTRIBUTOR may request documentation be transferred to DISTRIBUTOR for its own retention.  

Sub-Contracting

MANUFACTURER will not employ a third party Sub-Contractor to perform any or part of the manufacturing, packaging, labeling, inspection, testing, release and/or handling of any finished product under this Quality Agreement without first notifying DISTRIBUTOR. 

MANUFACTURER  shall assure that the third party has been fully qualified via the MANUFACTURER’S vendor qualification process prior to performing such activities. 

MANUFACTURER  shall nonetheless remain fully responsible for the quality of the materials or services provided by sub-contractors and for all commitments as agreed upon this Quality Agreement. This must be assured through quality agreements with the respective sub-contractors and technical delivery specifications.

Retention of Documentation

MANUFACTURER  has established and maintains procedures for managing documentation.

The procedures ensure that: 

· Changes are not made to DISTRIBUTOR specifications in a manner inconsistent with the provisions in section 7.

· Valid / current versions of the documents are available for use

· Valid / current versions of the documents are used

· Outdated / non-valid versions of documents are archived according to documented procedures to prevent unintended use.

Client/Product Confidentiality

Both MANUFACTURER  and DISTRIBUTOR are obliged to maintain in confidence the information received or revealed per this agreement, specifically regarding activities, scope and projects, as well as Products, tools, and production methods. Any other information is publicly available through the Freedom of Information Act (FOI). The details of this obligation are formalized in the Non-Disclosure Agreement (NDA) agreed to by DISTRIBUTOR and MANUFACTURER , dated April 1, 2013. 

While on MANUFACTURER  premises, or interfacing with MANUFACTURER  employees, DISTRIBUTOR representatives will honor and respect MANUFACTURER ’s confidentiality agreements (NDA) with their other clients/customers.

Adverse Event Reporting

MANUFACTURER  and DISTRIBUTOR seek to ensure that in the worldwide marketing of dietary supplement Products they adhere to the ethical standards and act in conformity with the laws under which they operate. This in turn assures their licensees, DISTRIBUTORs and customers of the quality of their Products.

It is a requirement of the U.S. Food and Drug Administration (FDA) that MANUFACTURER  and DISTRIBUTOR record, investigate, summarize and review all adverse dietary supplement experiences associated with the Products. MANUFACTURER  and DISTRIBUTOR agree to adhere to the requirements of local, state, and federal laws, which relate to the reporting and investigation of adverse complaint.

Manufacturer’s RESPONSIBILITIES 

COMPLIANCE

1. Conforming to applicable Current Good Manufacturing Guidelines relating to dietary supplements, including applicable provisions of the following:

a. 21 CFR Part 101—Food Labeling
b. 21 CFR Part 110—Current Good Manufacturing Practice in Manufacturing, Packaging, Labeling, or Holding Operations for Food
c. 21 CFR Part 111—Current Good Manufacturing Practice in Manufacturing, Packaging, Labeling, or Holding Operations for Dietary Supplements
2. Implement procedures and/or documented training to meet obligations under this agreement

3. Operate in compliance with applicable environmental, occupational health and safety laws and regulations 

4. Maintain a quality unit that fulfills both quality assurance and quality control responsibilities

5. Involve the quality unit in all quality related matters and have them review and approve all quality critical related documents

6. As it relates to this Quality Agreement, notify the other party of name change, corporate reorganization, consolidation, merger or acquisition or sale of the party’s company.  Notify other party of key personnel changes

7. Company must have a Quality Agreement(s) with the original manufacturer and/or any third parties used for production, packaging, testing, processing or storage of DISTRIBUTOR ‘s products

8. Upon request, disclose to DISTRIBUTOR recent regulatory agency inspections and findings pertaining to the raw materials, container/closures, labels, shippers and finished product.  

9. Notify DISTRIBUTOR promptly of objectionable findings, in the course of a regulatory inspection, related to cGMP’s and/or products or components that are used to manufacture DISTRIBUTOR products

10. Maintain proper storage conditions (evident by environment monitoring controls) for finished products

11. Shelf life determination (i.e., stability testing using validated stability indicating methods) 

12. Maintain internal cGMP audit program

13. Maintain external cGMP audit program for suppliers of raw materials and components or other suitable qualification program

PRODUCTION PROCESS AND CONTROLS
1. Establish and document specifications for raw materials, product labeling and packaging materials, and other materials that would likely affect product quality

2. Procure, test as required, and release raw materials and packaging and labeling materials used in manufacture of product

3. Prepare/develop master manufacturing records in accordance with applicable cGMP requirements or guidelines, as applicable for lifecycle of product

4. Inspect, weigh and measure raw materials used for product manufacturing and verify critical weighting by a second individual or validated automated system

5. Manufacture product in a manner that prevents contamination by other materials including carryovers

6. Manufacture product in a manner that prevents contamination by other materials including carryovers

7. Ensure agreed finished product testing is completed (ex. heavy metals, identity, strength, purity, composition, limits of contamination)

8. Quality unit Review and approval of batch production records prior to batch release

9. Release only product from manufacturing that meets its finished product specifications

10. Maintain samples of raw materials, labeling, and/or packaging materials 

11. Retention of finished products samples

12. If finished products are repackaged, processed or packaged from bulk, samples will be retained for a period of 2 years from date of expiration

13. Product label review prior to packaging

14. The assurance of label destruction for labeling that is no longer required or determined to be rejected

LABORATORIES
1. Ensuring all laboratories internal and its subcontractors are compliant with relevant cGMP’s or accredited under ISO/IEC 17025 and are qualified in all of the methodology associated with products

2. Have written procedures for sample management, testing, approval, disposition, recording, storage, retention and disposal of laboratory data

3. Responsible for analytical method development, qualification and /or validation as appropriate

4. Use reference standards that are either traceable to an authority or qualified as a reference standard

5. Have a program for qualification, calibration, and preventive maintenance of all analytical equipment

6. Have written procedures and appropriately document the preparation, use and management of reagents, solutions, and standards

7. Obtain method validation summary reports from its subcontracting laboratories, if applicable

DOCUMENTATION OF RECORDS 

1. Approve the following materials for use in the manufacture of  finished products

a. Components (raw materials/suppliers/vendors/specifications/CoA’s)

b. Packaging (containers and closures)

c. Product Labels

d. Shippers

2. Generation of Master Manufacturing Records (MMR), labeling and packaging procedures for the manufacture of the Product based on the information supplied by DISTRIBUTOR

3. Maintain a change control system that includes maintenance of a revision history file and justification for changes. Any changes to the master manufacturing record, labeling and packaging procedures for the manufacture of the Product shall go through MANUFACTURER ‘S change control system. 

4. The assurance of raw materials and their specifications with compendia requirements where applicable

5. Equipment preventative maintenance, calibration and cleaning logs 

6. Preparation and approval of validated test methods for raw material analysis, in-process testing and finished product testing

7. Review and final approval of labeling and printed packaging materials 
8. Design and final approval of shippers and pallet configurations 

9. Development and preparation of a product formula that is compliant with federal regulations*

10. Preparation of finished product specifications and processing instructions for manufacturing a product formula [Master Formula] into an MMR

11. Preparation of master packaging and labeling instructions listed in the MMR’s

12. Changes or revisions to the master formula and processing instructions listed in the MMR 

13. Communicate deviations in production which would warrant rework, reprocessing, or investigation must be communicated to DISTRIBUTOR

14. Communicate deviations in testing that would require out of specification investigations or corrective and preventative action must be communicated to DISTRIBUTOR 

15. Completion of quality and/or corrective and preventative action investigations 

16. Preparation of a certificate of analysis to show finished product was manufactured to meet manufacturer’s established finished product specifications is the responsibility of

17. Final quality release from manufacturing 

18. Original records of manufacture, packaging, testing and investigation retention

19. Make ready copies of manufacturing, packaging, testing and investigation records for DISTRIBUTOR 

20. Maintain records for a period of 1 year past the shelf life date, if shelf life dating is used, or 2 years beyond the date of distribution of the last batch of dietary supplements associated with those records

STORAGE AND DISTRIBUTION 

1. Take precautions to prevent unauthorized persons from entering storage 

2. Maintain storage areas within acceptable temperature limits. Where special storage conditions are required on the label (e.g. temperature, relative humidity), these should be provided, checked, monitored and recorded

3. Storage areas should clean and free from accumulated waste and vermin. 

4. Have a written sanitation program indicating the frequency of cleaning and the methods to be used to clean the premises and storage areas

5. Ensure raw materials /components, containers/closures, labels, and shippers are stored and shipped in accordance with manufacturer’s recommendations 

NON-CONFORMANCES & DEVIATIONS 

1. Have procedures for the identification, investigation, and reporting of deviations and Out-of-Specifications (OOS) results that occur during the manufacturing and testing of the product

2. Document and explain all deviations.  Investigate OOS results and critical deviations.  Extend the investigation to other lots that may have been associated with the failure as appropriate.  Include preventive actions and track these to completion

3. Investigate all non-conformances. Where applicable this includes the identification of the root cause, a risk analysis (including the risk to other lots and the impact to other test results) of the actions taken for correction of the problem, prevention of future occurrence and the formal conclusion by Company’ Quality Assurance.  If an investigation reveals that there is an impact to finished products received by DISTRIBUTOR, MANUFACTURER must inform DISTRIBUTOR without unreasonable delay 

4. Evaluate deviations to determine impact on validation/qualification studies as appropriate

COMPLAINTS
1. Investigation of  MANUFACTURER ’s finished product complaints 

2. Maintain a written procedure to investigate and document quality-related complaints  

3. Have a procedure shall provide a root cause analysis, actions taken for correction of the problem, prevention of future occurrence, and the formal conclusion to DISTRIBUTOR within thirty (30) business days after receipt of the complaint

4. Manufacturing investigations related to complaints that are part of an adverse event 

5. Cooperate in the exchange of information when required to effectively conduct an investigation 

AUDITING

1. Subject to prior arrangement and notice, allow access to DISTRIBUTOR ‘s staff or their appointed auditors to MANUFACTURER ‘s premises for the purpose of carrying out a cGMP audit to establish compliance with regulatory requirements

2. Make available for audit facilities, systems, and documentation as they relate to the production of finished products

3. If required, a separate confidentiality agreement will be executed within a reasonable period of time prior to the audit

DISTRIBUTOR ’S RESPONSIBILITIES 
COMPLIANCE

14. Conforming to applicable Current Good Manufacturing Guidelines relating to dietary supplements, including applicable provisions of the following:

a. 21 CFR Part 101—Food Labeling
b. 21 CFR Part 110—Current Good Manufacturing Practice in Manufacturing, Packaging, Labeling, or Holding Operations for Food
c. 21 CFR Part 111—Current Good Manufacturing Practice in Manufacturing, Packaging, Labeling, or Holding Operations for Dietary Supplements
15. Implement procedures and/or documented training to meet obligations under this agreement

16. Operate in compliance with applicable environmental, occupational health and safety laws and regulations 

17. As it relates to this Quality Agreement, notify the other party of name change, corporate reorganization, consolidation, merger or acquisition or sale of the party’s company.  Notify other party of key personnel changes

18. Maintain proper storage conditions (evident by environment monitoring controls) for finished products

PRODUCTION PROCESS AND CONTROLS

1. Provide A product label that includes: DISTRIBUTOR ‘s name and address, identifying code, lot number, quantity of content, storage and special transport conditions if applicable, the retest or expiry date and any special requirements.  Revise label per change control as necessary

2. Establish and document Finished Product Release Specifications for Finished Products

3. Release product for distribution that only meets Finished Product Release Specifications

4. Retain samples of finished products 

5. If finished products are repackaged, processed or packaged from bulk, samples will be retained for a period of 2 years from date of expiration

6. Product label review prior to printing
DOCUMENTATION OF RECORDS

1. Design and provide final approval of labeling and printed packaging materials 

2. Review and provide final approval of shippers and pallet configurations 

3. Review changes or revisions to the labeling and printed packaging materials listed in the MMR

4. Ensure labeling and printed packaging revisions are updated and provided to COMPANY ied  

5. In consort with COMPANY, development and prepare a product formula that is compliant with federal regulations 

6. Review changes or revisions to the master formula and processing instructions listed in the MMR 

7. Review of COMPANY ’s certificate of analysis to ensure it’s finished product specifications have been met 

8. Final quality release for distribution into commerce per DISTRIBUTOR ‘s finished product release specifications 

STORAGE AND DISTRIBUTION

6. Take precautions to prevent unauthorized persons from entering storage 

7. Maintain storage areas within acceptable temperature limits. Where special storage conditions are required on the label (e.g. temperature, relative humidity), these should be provided, checked, monitored and recorded

8. Storage areas should clean and free from accumulated waste and vermin. 

9. Have a written sanitation program indicating the frequency of cleaning and the methods to be used to clean the premises and storage areas

COMPLAINTS

1. Have a written procedure to investigate, complete, and document quality-related complaints within 20 business days after receipt of the complaint

2. Communicate to MANUFACTURER within 24 hours after receipt of a complaint where the finished product lot number is one of MANUFACTURER ‘s and a MANUFACTURER investigation is necessary 
MARKET WITHDRAWALS AND RECALS

1. Prepare and maintain a written market withdrawal or recall procedure 

2. Notify MANUFACTURER of any market withdrawal or recall of the finished product which has been investigated or is under investigation and has potential to be related to the quality of the finished product, as soon as possible

3. Work in cooperation with MANUFACTURER in the exchange of information when required to effectively conduct a market withdrawal or recall investigation

4. Notification of the recall or similar action to authorities, distributors and customers of the DISTRIBUTOR ‘s finished dietary supplement products

AUDITING

1. Provide prior arrangement and notice to MANUFACTURER,  for the purposes of requesting access to MANUFACTURER ‘s premises for the purpose of carrying out a cGMP audit to establish compliance with regulatory requirements

2. Maintain the right to audit Company’ facilities, systems and documentation, as they relate to the production of DISTRIBUTOR ‘s finished products

3. DISTRIBUTOR will issue a confidential written audit report to MANUFACTURER, which will include audit observations

Contacts

DISTRIBUTOR Quality Contact Information                    MANUFACTURER Quality Contact Information

PRIMARY: Name: 




    PRIMARY: Name: 





Title: 




                         Title: 






Phone: 




                          Phone: 





E-mail: 




                          E-mail: 





SECONDARY: Name: 



    SECONDARY: Name: 




Title: 




                          Title: 






Phone: 




                           Phone: 





E-mail: 




                           E-mail: 





Appendix I

MANUFACTURER : Product List

	DISTRIBUTOR

ITEM NUMBER
	PRODUCT NAME

	
	

	
	

	
	

	
	

	
	

	
	

	
	

	
	

	
	

	
	

	
	

	
	

	
	

	
	

	
	

	
	

	
	

	
	

	
	

	
	

	
	

	
	

	
	

	
	

	
	


Appendix I may be separately modified by addition, deletion or correction by signature of authorized signatures of both parties as affixed below in duplicate, one for each party.

DISTRIBUTOR LLC.







SK Labs

By: [DISTRIBUTOR Rep, Title]






By: [MANUFACTURER  Rep Name, Title]

Name: 








Name: 





Date: _______________________________
                           


Date: 






(XXX-XXX-XXXX)



Address
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