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Operations Manual

Physician / Health Care Professional
Operations Manual – Standard Operating Procedures

SOP #1 - Introduction
Private & Confidential


This Operations Manual is a confidential compilation of information regarding the Dietary Supplement and Medical Food Operations of the Health Care Practice (here, Division), for Division use only.  Name of Division / Brand: ____________________________
This Manual is how we implement our Goal of serving our customers with good service and great value. This document is intended as the Division’s Standard Operating Procedures (SOP) under cGMPs. 
Each SOP will be implemented as the activities of the Division make it appropriate to implement that SOP. SOP requirements not implemented are waived until it is appropriate for them to be implemented, as directed by the OPERATIONS MANAGER appointed by the Health Care Professional.


Initial Date of SOP adoption: As of January 1, 20_____


This Manual consists of the following items:
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The following Positions listed in these SOPs: 
[1]  Health Care Professional, (CEO) 
[2]  COO (CEO is COO unless another is named)
[3]  OPERATIONS MANAGER
[4]  Quality Control Manager (QCM)
[5]  Emergency Manager 
[6]  CCDS Manager. 

The OPERATIONS MANAGER (OM) or the COO (where an OM is not designated) shall hold these Manager Positions unless the Positions are filled by appointment by the Health Care Professional or OM, as required herein. The acting or actual OPERATIONS MANAGER is ___________________.

Prepared by:  Ralph Fucetola JD
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SOP #2 - Refund, Delivery and Return Policies

Private & Confidential

Refund Policy: Satisfaction Guaranteed

If for any reason you are unsatisfied with your purchase(s) within the first 60 days of receipt, please return any unused portion for an exchange or refund. We reserve the right to accept or deny any returns based on product misuse, neglect, or other "Acts of God" beyond our control. If your product(s) arrive(s) damaged please contact our customer support department

We adhere to the standard Consumer Protection guidelines as promulgated by the Attorneys General or other competent state authorities.

Send your exchanges/returns to:
[Name of Practice Entity], Inc./LLC, etc.
[Address]
Delivery and Return Policy:

It is the policy of the Division, subject to the terms of our stated Refund and Return Policy, in connection with the advertisement or sale of merchandise for the Division’s mail order and catalog business to accept money through the mail or electronic transfer medium, for merchandise ordered on the Internet, by mail, telephone, facsimile transmission or electronic mail, within six weeks of receiving payment for the order, to either:

1. Deliver or mail the merchandise order; or

2. Make a full refund; or

3. Send the consumer a notice advising the consumer of the duration of any expected delay or the substitution of merchandise of equivalent or superior quality, and offering to send a refund within one week if so requested. If a proposal to substitute merchandise is made, it shall describe, in specific detail, how the substituted merchandise differs from the merchandise ordered; or

4. Send the consumer substituted merchandise of equivalent or superior quality, together with:

i. A written notice offering, without reservation, to accept the return of the merchandise at the Division’s expense within 14 days of receipt of the merchandise and, upon request, the consumer’s choice of either, a refund of cash paid, including the amount of postage to return the item, or a credit; and

ii. A postage-paid letter or card on which the consumer may indicate whether he wishes the purchase price to be refunded or credited to his account within 14 days of receipt of the letter or card by the seller. The consumer’s request, entered on such a letter or card, shall be honored by the seller.

© 2008
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SOP #3 - Standard Disclaimers – Site Use Statement

The Division uses standard disclaimers, disclosures and privacy statements on its web sites and in its literature.

The standard Non-Medical and other disclaimers are:

[1] Statutory Disclaimer for Dietary Supplements under DSHEA
These statements have not been evaluated by the Food and Drug Administration.  This product is not intended to diagnose, treat, cure or prevent any disease.

[2] Testimonial Disclaimer

Testimonials represent a cross section of the range of results that appear to be typical with these products. Results may vary depending upon use and commitment.

[3] Non-Medical Device Disclaimer

Not intended to treat disease, support or sustain human life, or to prevent impairment of human health.

[4] Non-Medical Disclaimer

The Division, its agents and staff do not diagnose or prescribe for medical or psychological conditions nor claim to prevent, treat, mitigate or cure such conditions, nor provide diagnosis, care, treatment or rehabilitation of individuals, nor apply medical, mental health or human development principles, unless specifically licensed to do so, but rather provides traditional ministerial counseling , bioenergetic, biofeedback, herbal and/or nutritional modalities that may offer therapeutic benefit by supporting normal structure and function.  

[5] Medical Foods Disclaimer

Medical Foods, which may include Dietary Supplements, are recommended by staff physician for the dietary management of a medical condition, as provided in the United States Orphan Drug Act of 2005.*  .

*   "…a food which is formulated to be consumed or administered enterally under the supervision of a physician and which is intended for the specific dietary management of a disease or condition for which distinctive nutritional requirements, based on recognized scientific principles, are established by medical evaluation....”  Section 5(b) of the Orphan Drug Act (21 U.S.C. 360ee (b) (3)) 
For the standard Site Use Statement for Internet Sites see Addendum 1.

Date this SOP adopted and changed:  01.01.10
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SOP #4 - Standard Waivers / Reviews Policy
Testimonial Waiver – Model & Clinical Study Release Forms

Division staff shall use the waivers and release forms below as needed. 
The Division shall allow only “truthful and not misleading statements” where it has control of the communication, such as with its web site. 
Where the Division has no control, such as on third party sales sites, reviews, or public “ratings” social media sites, it does not adopt statements made about its products and disclaims any third party statements which are not “truthful and not misleading” or which do not represent the benefits the typical consumer may expect. 
Staff should communicate that reviews are unsolicited and may not represent the claims of the Division for its products.
Standard Waivers: See Addendum 2
Testimonial Waiver

Model Waiver

Clinical Study Waiver

© 2009 Date this SOP adopted and changed:  01.01.10
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SOP #5 - Email Privacy Policy

Private & Confidential

This Privacy Policy is to be posted on the Division website.

Questions concerning this policy should be addressed to: info@[URL].com
Email Privacy Policy 

We have created this email privacy policy to demonstrate our firm commitment to your privacy and the protection of your information. 

Why did you receive an email from us? 

If you received a mailing from us, (a) your email address is either listed with us as someone who has expressly shared this address for the purpose of receiving information in the future ("opt-in"), or (b) you have registered or purchased or otherwise have an existing relationship with us. We respect your time and attention by controlling the frequency of our mailings. 

How we protect your privacy 

We use security measures to protect against the loss, misuse and alteration of data used by our system. 

Sharing and Usage 

We will never share, sell, or rent individual personal information with anyone without your advance permission or unless ordered by a court of law. Information submitted to us is only available to employees managing this information for purposes of contacting you or sending you emails based on your request for information and to contracted service providers for purposes of providing services relating to our communications with you. 

How can you stop receiving email from us? 

Each email sent contains an easy, automated way for you to cease receiving email from us, or to change your expressed interests. If you wish to do this, simply follow the instructions at the end of any email. 

If you have received unwanted, unsolicited email sent via this system or purporting to be sent via this system, please forward a copy of that email with your comments to us for review. 

Privacy Policy Changes 

© 2006 - Date this SOP adopted and changed:  01.01.10
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SOP #6 - Document Retention Policy

Private & Confidential

The corporate records of the Division and its subsidiaries (hereafter the “Division”) are important assets. Corporate records include essentially all records produced by or on behalf of the Division, whether paper or electronic, in the possession and control of the Division. A record may include a memorandum, an e-mail, a contract or a case study, or something not as obvious, such as a computerized desk calendar, an appointment book or an expense record. 

The law requires the Division to maintain certain types of corporate records, usually for a specified period of time. Failure to retain those records for those minimum periods could subject the responsible person and the Division to penalties and fines, cause the loss of rights, obstruct justice, spoil potential evidence in a lawsuit, place the Division in contempt of court, or seriously disadvantage the Division in litigation. 

The Division expects all employees to fully comply with any published records retention or destruction policies and schedules, provided that all employees should note the following general exception to any stated destruction schedule:

If you believe, or the Division informs you, that Division records are relevant to litigation, or potential litigation (i.e., a dispute that could result in litigation), then you must preserve those records until the Legal Department determines the records are no longer needed. That exception supersedes any previously or subsequently established destruction schedule for those records. If you believe that exception may apply, or have any question regarding the possible applicability of that exception, please contact the Legal Department. 

From time to time the Division establishes retention or destruction policies or schedules for specific categories of records in order to ensure legal compliance, and also to accomplish other objectives, such as preserving intellectual property and cost management. Several categories of documents that bear special consideration are identified below. While minimum retention periods are suggested, the retention of the documents identified below and of documents not included in the identified categories should be determined primarily by the application of the general guidelines affecting document retention identified above, as well as any other pertinent factors. 

(a) Tax Records. Tax records include, but may not be limited to, documents concerning payroll, expenses, proof of deductions, business costs, accounting procedures, and other documents concerning the Division's revenues. Tax records should be retained for at least six years from the date of filing the applicable return. 

(b) Employment Records/Personnel Records. State and federal statutes require the Division to keep certain recruitment, employment and personnel information. The Division should also keep personnel files that reflect performance reviews and any complaints brought against the Division or individual employees under applicable state and federal statutes. The Division should also keep all final memoranda and correspondence reflecting performance reviews and actions taken by or against personnel in the employee's personnel file. Employment and personnel records should be retained for six years. 

(c) Board and Board Committee Materials. Meeting minutes should be retained in perpetuity in the Division's minute book. A clean copy of all Board and Board Committee materials should be kept for no less than three years by the Division. 

(d) Press Releases/Public Filings. The Division should retain permanent copies of all press releases and publicly filed documents under the theory that the Division should have its own copy to test the accuracy of any document a member of the public can theoretically produce against the Division.  All filings with government agencies, such as the FDA and FTC, must be permanently retained unless Division counsel directs their destruction in writing.

(e) Legal Files. Legal counsel should be consulted to determine the retention period of particular documents, but legal documents should generally be maintained for a period of ten years. 

(f) Marketing and Sales Documents. The Division should keep final copies of marketing and sales documents for the same period of time it keeps other corporate files, generally three years. 

An exception to the three-year policy may be sales invoices, contracts, leases, licenses and other legal documentation. These documents should be kept for at least three years beyond the life of the agreement. 

(g) Development/Intellectual Property and Trade Secrets. Development documents are often subject to intellectual property protection in their final form (e.g., patents and copyrights). The documents detailing the development process are often also of value to the Division and are protected as a trade secret where the Division: 

(i) derives independent economic value from the secrecy of the information; and 

(ii) the Division has taken affirmative steps to keep the information confidential. 

The Division should keep all documents designated as containing trade secret information for at least the life of the trade secret. 

(h) Contracts. Final, execution copies of all contracts entered into by the Division should be retained. The Division should retain copies of the final contracts for at least three years beyond the life of the agreement, and longer in the case of publicly filed contracts. 

(i) Electronic Mail. E-mail that needs to be saved should be either: 

(ii) printed in hard copy and kept in the appropriate file; or 

(ii) downloaded to a computer file and kept electronically or on disk as a separate file. 

The retention period depends upon the subject matter of the e-mail, as covered elsewhere in this policy. 

(i) HIPPA Requirements. In so far as any of the Division records are individually identifiable personal health care records and are subject to HIPPA Rules, the Division shall follow all applicable requirement to protect the privacy of clients or patients.

Except as provided in this Policy statement, notes, drafts and documents that no longer provide relevant information about Division activities should be scheduled for destruction in an orderly manner, so that the copies that are destroyed cannot be reassembled, generally by shredding and then trashing same.

© 2006/2013
Date this SOP adopted and changed:  08.04.13
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SOP #7 - Quality Control Procedures

Claims Controls

Private & Confidential

Index: 

Introduction

Purpose and Standards

Manufacturing Standards

Review and Distribution Standards; Claims; Substantiation; Notices

Complaints, AERs and Product Recalls
Maintenance and Contamination Control

Policy Coordination

1.  Introduction

 Quality Control – QC – is a major responsibility of the Division to its customers. The OPERATIONS MANAGER shall appoint a Quality Control Manager - QCM (or shall hold that position if none other is appointed). See also: Change Controls / New SOPs – p 18.

The Division has adopted this QC Procedure Statement to establish Current Good Manufacturing - Marketing Practices (cGMPs) as they apply to the Division’s products, under 21 USC 342(g), and subject to the final regulations issued by the FDA June 22, 2007 - http://www.cfsan.fda.gov/~dms/dscgmps6.html - http://edocket.access.gpo.gov/2007/07-3039.htm .  The QCM is primarily responsible for QC.
2.  Purpose and Standards

The primary purposes of this policy are (1) to prevent claims that are not “truthful and not misleading” and (2) to prevent adulterated or misbranded dietary supplement products.  The standards to which the Division’s contract manufacturer(s) should adhere must ensure that dietary supplements are manufactured consistently as to identity, purity, quality, strength, and composition. The standards to which claims marketing should adhere must ensure that all claims are properly substantiated and are “truthful and not misleading” 
The QCM coordinates these issues with the manufacturer and with Division management through overseeing the implementation of the Contract Manufacturing Agreement as it relates to QC and communicating breaches and potential breaches to the Manufacturer and management.
3. Manufacturing Standards

 Subject to the SOP on Contract Manufacturing Agreements: (A) The minimum standards that apply to the manufacturers include requirements that the design and construction of physical plants facilitate maintenance, cleaning, and proper manufacturing operations, for quality control procedures, for testing final product or incoming and in-process materials, for handling manufacturer aspects of consumer complaints, and for maintaining records.

 (B) Problems the Division expects that correct manufacturer cGMPs will help prevent are: superpotent, subpotent, wrong ingredient, drug contaminant, other contaminant (e.g., bacteria, pesticide, glass, lead), color variation, tablet size or size variation, under-filled containers, foreign material in a dietary supplement container, improper packaging, and mislabeling.

 (C) This policy requires the use of industry-wide standards in the manufacturing, packing, and holding of dietary supplements, thus reducing risks associated with dietary supplements that are contaminated with harmful or undesirable substances such as pesticides, heavy metals, or other impurities or are not properly labeled to accurately describe what they contain. The QCM shall inspect received runs of product to assure QC compliance.
 (D) Manufacturers are required to follow the cGMPs and to maintain three types of records, (1) batch records, with unique batch Lot Numbers on each label, to limit the scope of any potential recalls, (2) Calibration Records [but not process and equipment validation] and (3) standard hygienic requirements for facilities and employees, all modeled after current good manufacturing practice regulations for food, as provided by Law. Records also need to be kept in accordance with Subpart C: Sec. 111.6 (written cleaning and pest control procedures), Sec. 111.20 (physical plant design) and Sec. 111.15(e)(2) (water used in processing); Subpart D: Sec. 115.25 (instruments, equipment, utensils and preparation surfaces); Subpart E: 111.75(c)(3) (compliance with product specifications) and 111.95 (records regarding the Division “qualifying” its suppliers and manufacturers).

4. Review & Distribution Standards; Claims Standards; Substantiation Note Book

(a) With regard to the distribution of the products, the policy is intended to ensure that the identity, purity, quality, strength, and composition of dietary supplements are accurately reflected on the product label, to assure consumers they are purchasing the type and amount of ingredients declared.  All product labels and product information copy shall be reviewed for scientific accuracy and legal requirements before release to the public. 

(b) As required by FDA regulation, for the Division’s own labeled products, the active ingredients should normally be independently tested at least once to assure the “identity, purity, quality, strength, and composition” of the product, and thereafter at reasonable intervals. 

(c) All claims shall be stated as Support of Normal Structure and Function Claims. All claims shall be substantiated by reliable and competent scientific evidence. All required Notices of Structure and Function Claims shall be filed with the FDA within 30 days of making any claim. Any new Structure and Function Claims Notice shall be filed in the Substantiation Note Book.
(c-1) Staff having contact with any person giving a Testimonial (or as a Model or Experimental Subject) should be aware that Testimonials or other communications are not substantiation for claims, but are claims in and of themselves. Since Nov. 2009 it has not been lawful to rely upon the old “safe-harbor” of using the “results not typical.” Instead, all Testimonials must be “typical” of the results the average user may expect while following directions. What is “typical” can, in the view of the Federal Trade Commission only be determined by proper, third party clinical studies (or, in the case of subjective results, post market surveys of users). The Standard Testimonial or other Waiver, from this Manual, must be signed for each Testimonial, Model or Experimental Protocol Subject.

This is the standard Testimonial Disclaimer: "Testimonials represent a cross section of the range of results that appear to be typical with these products. Results may vary depending upon use and commitment."
(d) Before using a label, the responsible person at the Division shall (in accordance with Subpart D, Sect. 111.75: (f)(2): “at a minimum, conduct a visual examination of the label and review the supplier's invoice, guarantee, or certification to determine whether label specifications are met” -- (g): “You must, at a minimum, conduct a visual examination of the packaging and labeling of the finished packaged and labeled dietary supplements to determine whether you used the specified packaging and applied the specified label” -- and (h)(1) “You must ensure that the tests and examinations that you use to determine whether the specifications are met are appropriate, scientifically valid methods.”

(e) Subpart D 111.80: The Division shall contract with the Manufacturer to maintain “(e) Representative samples of each lot of packaged and labeled dietary supplements to determine whether the packaging and labeling of the finished packaged and labeled dietary supplements meet specifications established in accordance with Sec. 111.70(g), and as applicable, Sec. 111.70(a).”

(f) The Division shall develop over time and maintain a Product Substantiation Notebook (PSN) or files, as part of these SOPs that shall include, for each product:

(1) A copy of the product label and the CDS (Division Core Data Sheet) with Spec Sheet.
(2) Copy of the Notice(s) of Structure and Function Claims

(1) Abstract pages of relevant scientific journal articles
(2) Clinical study reports, if any, about the ingredients and combinations of them
(3) Ethnographic reports on traditional uses
(4) Expert opinion articles or letters, if any
(g) The QCM shall see to the QC requirements of Sec 111.127 (packaging and labeling), oversee all required cGMP records and any Claims Notice filings.

5.  Complaints, Adverse Reactions & Product Recalls

 (A) With regard to (1) consumer complaints and (2) serious adverse reaction reports that come to the attention of the Division, the following policy shall apply:  the Division shall establish and maintain a dated record of each such complaint or Report received by the Division and shall report any serious adverse events to the FDA as required by the Dietary Supplement and Non-Prescription Drug Consumer Protection Act -- http://www.fda.gov/cder/regulatory/public_law_109462.pdf  The Report shall include:

a.  Date and time of receipt of initial report and subsequent information.

b.  Name of person (i) providing the information (unless anonymous) and (ii) name of person recording the information.

c.  Type of Report: (i) Complaint; (ii) Adverse Reaction (all reported adverse reactions shall be recorded, including reactions that would not be considered “serious” and therefore might not be required to be reported to the FDA; any final determination as to the “serious” character of a reaction shall be made in conformity with FDA regulations and professional advise).

d.  Narrative of the complaint or reaction (including whether any reaction may potentially be associated with, (i) death; (ii) a life-threatening experience; (iii) inpatient hospitalization; (iv) a persistent or significant disability or incapacity; or (v) a congenital anomaly or birth defect).

e.  List of any documents included with the Report.

(B) The persons in the Division responsible for the maintenance of the Reports shall present written summary information about same to the chief officers of the Division on a regular basis.

(C) In the event of a Product Recall, Management shall assure immediate and complete compliance with the requirements of such recall. See SOP #16 for added details.
See SOP #11 for “Serious Adverse Event” standards and Medwatch reporting form.

6. Maintenance and Contamination QC Requirements

The Division requires that its suppliers, manufacturers and warehouses adhere to appropriate Maintenance Standards.

Contamination control must be adequate during every production shift in these six areas:

1. Personnel — Personnel to follow all written production and process controls, from sampling to aseptic technique.

2. Environmental Systems — Requires: cleaning-in-place or when necessary, sterilization-in-place.

3. Maintenance — Program to catch potential contamination spots before they happen?

4. Facility and Equipment Design — Thorough engineering consideration must be given to facility design as that impacts environmental control.

5. Monitoring — Requires: routine monitoring processes and validation techniques.

6. Cleanup — Requires: standards to assure elimination of all contamination that may effect the identity, purity, quality, strength, and composition of the products. 

7.  Policy Coordination

The Quality Control Manager shall coordinate all QC issues. QC Policy shall be coordinated with (A) Refund, Delivery & Returns Policies, (B) Standard Disclaimers, (C) Standard Testimonial Waiver, (D) Email Privacy Policy, (E) Document Retention Policy and Order Record Keeping / AER Reporting Policy.

© 2009, 2011, 2013
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 SOP #8 - Dietary Supplement Contract Manufacturer Agreement
1. The Agreement shall conform to the Quality Control and other applicable SOPs. The Agreement shall provide for Division oversight of Manufacturer GMP compliance.
2. The Agreement shall set forth the terms and conditions under which Manufacturer will perform certain production work on behalf of the Contracting Division, always in strict conformity with the Contracting Division’s Intellectual Property Product Specifications and current Good Manufacturing Procedures.

3. The Agreement shall include the following general terms:
1.0      GENERAL

1.1      LIABILITY

1.2      SEVERABILITY

1.3      AMENDMENTS & CHANGE ORDERS

1.4      COMPLIANCE WITH LAWS

1.5      WAIVER

1.7      FORCE MAJEURE

1.8      PROPRIETARY INFORMATION & INTELLECTUAL PROPERTY

1.9      AUTHORITY

1.10     ASSIGNMENT

1.11     ENTIRE AGREEMENT

1.12     NON-LICENSING

2.0      WORK SCOPE

         During the term of this Agreement, Manufacturer will supply product that meets all assembly, test, quality and documentation requirements at a cost provided in the quotation for the product, and on a delivery schedule guided by the purchase order. Manufacturing & test, labeling and production records must meet all applicable FDA regulations. Product is manufactured, tested and labeled per customer specifications. Customer has responsibility to ensure specifications meet applicable regulatory requirements and effectively communicate requirements to Manufacturer.

         Manufacturer represents that it has expertise in meeting all current Good Manufacturing Practices (GMPs), as mandated by FDA dietary supplement, medical food or device guidances. Manufacturer shall ensure compliance with GMPs as they apply to the Division’s dietary supplement products, under 21 USC 342(g), and subject to the final regulations issued by the FDA June 22, 2007 - http://www.cfsan.fda.gov/~dms/dscgmps6.html - http://edocket.access.gpo.gov/2007/07-3039.htm  The standards to which the Manufacturer adheres must ensure that dietary supplements are manufactured consistently as to identity, purity, quality, strength, and composition.

         Manufacturer shall manufacture, test, label and deliver the Product, listed on Exhibit A, exclusively to Contracting Division under the terms and conditions of this Agreement.

         All Product labels shall conform to all legal requirements for dietary supplement or other Products; all labels shall carry a unique batch number which identifies the month and year of manufacture and the traceable batch records for the Product run.

         All ingredients and components purchased and inventory used in the manufacture of the Product, shall be sourced from the Contracting Division's AVL (Approved Vendor List). Parts and components NOT listed on the Contracting Division's AVL shall NOT be used unless approved by the Contracting Division through a Change Order. Any modifications to the Contracting Division AVL must be approved, in writing, by the Contracting Division, through the ECO process, as defined in Paragraph 7.0. Manufacturer shall provide manufacturing and testing for the products in accordance with the Contracting Division's specifications. The criteria for qualifying raw material suppliers is that the supplier has consistently met the standards for the raw material and has provided the proper Certificate of Analysis. When tested, the raw material must test as the same as provided in the Certificate of Analysis.
         As required by Food and Drug Regulation Subpart D 111.80: the Contracting Division contracts with the Manufacturer for it to maintain “ Representative samples of each lot of packaged and labeled dietary supplements to determine whether the packaging and labeling of the finished packaged and labeled dietary supplements meet specifications established in accordance with Sec. 111.70(g), and as applicable, Sec. 111.70(a).”

         As required under 21 CFR 111.75 (1)(i) there shall be at least one at appropriate test  per source of each nutrient ingredient as to "purity, identity, composition and strength..." Contracting Division shall keep records of such tests and provide copies to the Division which shall verify and keep copies of such records. With regard to other ingredients, the Division shall receive and keep copies of Certificates of Analysis from duly qualified suppliers.

3.0      AGREEMENT TERMS AND ORDERING

3.1      TERM OF AGREEMENT

3.2      PURCHASE ORDERS/FORECASTS

3.3      RESCHEDULING

3.7      CONTRACT CANCELLATION CHARGES

3.8      END OF CONTRACT INVENTORY

4.0      TOOLING, FIXTURES AND PROGRAMS

5.0      QUALITY ASSURANCE

         All manufacturing, testing and labeling shall be in strict compliance with all applicable GMPs, so that all dietary supplement products are manufactured, stored and shipped so that same are consistent as to identity, purity, quality, strength, and composition.

         The Contracting Division shall make available to the Division documentation of GMP compliance, permit a reasonable onsite audit of compliance on behalf of Division at Division’s request, and the Division shall document the compliance documentation and audit.

6.0      WARRANTY

7.0      CHANGE ORDERS

8.0      PRICES/TITLE

9.0      PAYMENT TERMS

10.0     TERMINATION CLAUSE

11.0     INDEMNIFICATION

[SIGNATURES]

 EXHIBIT A – Private and Confidential [May use Order Sheet instead of Exhibit.]
[PRODUCT]

[INITIAL RUN]

[SPECIFICATION ATTACHED]

© 2012 Date this SOP adopted and changed:  11.28.12
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SOP #9 - Order Processing Procedures

Private & Confidential


The Division uses an automated Order Processing System.  Management shall maintain the integrity of the System so that orders are accurately taken, processed and fulfilled.  The general process is:

A.  Order Taking


1.  Internet Orders – Invoice data printout


2.  Telephone Orders – Completion of Invoice information/ repeat order to customer for confirmation.

3.  Mail-in Orders – Processing of Order to Invoice

B.  Order Processing


1.  Invoice Preparation and Printing


2.  Transmittal to Order Fulfillment; all orders are to be double-checked.
C.  Order Fulfillment


1.  Receipt of Invoice


2.  Packing Order


3.  Independent check of Order against Invoice


4.  Shipping

The Division shall maintain sufficient computer, back-up and hard copy records to provide customer service and identify customers and product in the event of a serious Adverse Event Report (AER – see SOP #7 Para. 5) or Product Recall.

 2006
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SOP #10 - Bookkeeping and Account Management

Private & Confidential


The Division maintains standard books of account.

01  The appointed Accounting firm, if any, will assist the Division in the preparation of financial statements in accordance with professional standards, but will express no opinion or any other form of assurance on the underlying information included in them. Any financial statements produced will be used by management for making financial decisions.

02     Cash Flow and Budgeting Analysis:  Accountant will forecast and evaluate the Division’s financial condition, estimate financing requirements, and track cash-flow sources and uses.  

03     Accounting Services:  Accountant, if any, will provide financial information to Division in a timely and accurate manner, including the following: General ledger & financial statement preparation and Bookkeeping (Monthly/Quarterly/Annual). 

04    Outsourced CFO/Controller Services:  Preparation of year-end and interim financial statements, Assistance with month-end closings, General business planning and budgeting, Reviewing operating efficiencies, Identifying cost reductions, Special analysis or special projects, Financial forecasts and cash flow projections, Establishing controls for effective cash management and accounting procedures, Day to day operations’ coordination with Client’s Liaison and Cash and Bank Management (Accounting Control for Receivables and Payables, Quickbooks, or equal, recording for financial transactions and Assistance with Quarterly and End of the Year Reports).

05  Any Accountant appointed by the Division shall keep account of any Commissions in a timely fashion.  The Managers shall have authority to replace the accountant upon such terms as may seem beneficial to the Division.

 2006
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SOP #11 - Order Record Keeping and Retrieval

For AER Reporting and Other Purposes

Private & Confidential

1.  The Division shall maintain copies of all Order Invoices as shipped.

2.  The Division, when using electronic records, shall maintain regular back-up copies of its Order database.

3.  The Division shall maintain copies of records of all products ordered by the Division for resale to customers.

4.  The records of products ordered shall generally include:

A. Records showing that the dietary supplements are manufactured consistently as to identity, purity, quality, strength, and composition.

B. Records showing procedures to prevent superpotent, subpotent, wrong ingredient, drug contaminant, other contaminant (e.g., bacteria, pesticide, glass, lead), color variation, tablet size or size variation, under-filled containers, foreign material in a dietary supplement container, improper packaging, and mislabeling, if any.

C.  Records showing the steps taken to reduce risks associated with dietary supplements that are contaminated with harmful or undesirable substances such as pesticides, heavy metals, or other impurities or are not properly labeled to accurately describe what they contain.

D.  Records of all claimed “adverse events” and, if required by law, the referral thereof to independent third parties to determine if such events are “serious” and should be reported; such records should include the determination whether the event was “serious” and the steps taken to report it.  A “serious adverse event” is defined by law as: “The term “serious adverse even” is an adverse event that-- (A) results in-- (i) death; (ii) a life-threatening experience; (iii) inpatient hospitalization; (iv) a persistent or significant disability or incapacity; or (v) a congenital anomaly or birth defect; or (B) requires, based on reasonable medical judgment, a medical or surgical intervention to prevent an outcome described under subparagraph (A).” See SOP #7 Para. 5 for AER Definition.
5.  These records shall be available to Management, and upon appropriate written request, to regulatory agencies, subject to the privacy rights of customers.

6.  All AERs required to be reported shall be reported on FDA Medwatch Form 3500A:

http://www.fda.gov/medwatch/SAFETY/3500A.pdf  

7. According to FDA, the submission of an AER “will not be construed by FDA as an admission that the dietary supplement involved caused or contributed to the adverse event being reported.” See: AER FAQs: http://www.cfsan.fda.gov/~dms/dsaergui.html 

8. 2012 Guidance for Adverse Event Reports
http://www.gpo.gov/fdsys/pkg/FR-2012-05-29/html/2012-12878.htm 

"The guidance recommends that the responsible person keep the following…
 (1) Communications between the responsible person and the initial reporter of the adverse event and between the responsible person and any other person(s) who provided information about the adverse event, 

 (2) the responsible person's serious adverse event report to FDA with attachments,

 (3) any new information about the adverse event received by the responsible person, and 

 (4) any reports to FDA of new information related to the serious adverse event report."

© 2012   Date this SOP adopted and changed:  08.04.13
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SOP #12 - Emergency Planning & Crisis Management

Private & Confidential

Companies, especially in volatile industries that are subject to regulatory reversals and strong competition, need to pre-plan to deal with the unexpected.  Supply, labor, equipment, electrical or computer disruptions must be considered; how to deal with a manufacturing error that might make a product dangerous; what to do if someone that everyone in the Division relies upon were suddenly taken away by illness or other emergency; if a key employee is called to active duty, or arrested, or leaves for a better job; for a Product Recall.  Crises take many forms, from surprise regulatory inspections to accidents and litigation, to a blizzard.

Management needs to have - in place - contingency plans and designated personnel who can consider contingencies, before the crisis. The President of the Division shall serve as or designate an Emergency Manager who shall plan Division response to emergencies. In the event the President is not available, the most senior Vice President available shall act as Emergency Manager.
The Emergency Manager (who is the Individual Contact pursuant to FDA Form 3537, 

Section 5 – FACILITY EMERGENCY CONTACT INFORMATION) shall:

* Pre-position a crisis management committee or committees in consultation with the President

* Provide contingent staffing for a Division Emergency Center.

-- Consider - staffing the Center, day-to-day management, setting and meeting goals

            -- Review insurance coverage; maintain emergency contact information; SOP status

* Pre-position outside experts for availability during an emergency

* Pre-position media outreach to provide positive, supportive public relations

* Prioritize targeted audiences with whom the Division needs to communicate during a crisis:

* What message for what group:  customers, employees, investors and, agencies

* Who delivers what message to whom and how does it get out: fax, phone, email

* Interact with the FTC, FDA and state authorities during a Division crisis 

* Deal with concerns from local, national or international audiences

  As stated in the classic book Managing, “Management manages…” and the Division needs to prepare for emergencies and discontinuities in advance.  Standard Operating Procedures are important in such circumstances; during an emergency these SOPs allow others in the Division to perform the tasks normally handled by an absent team member.

Key duties of the Emergency Manager before the crisis are to communicate with Management to make sure that (1) insurance, (2) emergency contact information, (3) emergency center facilities and (4) SOPs are all in place, with secure copies available off-site. When a crisis comes upon the Division, reacting quickly and communicating the right message to the key audiences becomes the priority.

 2007 - Date this SOP adopted  01.01.10 and changed:  01.31.13
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SOP #13 - Payment Card Industry Data Security System

As of November 1, 2008 the Division shall be compliant with the Payment Card Industry Data Security System required by the Fair and Accurate Credit Transactions Act. The Division designates the IT manager as the PCIDSS Data Security Compliance Officer. Credit card service provider audit of the operation of the Division shall suffice to document compliance.
1.      The Division hereby establishes this written policy for protecting the security of customer (and employee) account data.  The policy includes the above designation of the manager responsible for carrying out the internal monitoring and security check procedures as Data Security Compliance Officer. It is the policy of the Division to secure and back-up all covered data in accordance with the requirements of the Act so that no such data can be copied or compromised.

2.      The Data Security Compliance Officer shall periodically determine what the Division merchant level is currently, based on number of expected transactions, i.e., Level 4 is 0-20,000, Level 3 is 20,000-1 million, etc. The Data Security Compliance Officer shall consult the web site at www.pcicomplianceguide.org  for information and a chart to help make this determination, as well as other guidance about complying with the Payment Card Industry Data Security System.

3.      The Data Security Compliance Officer shall select and recommend to the appropriate persons in the Division a contract with an Approved Scanning Vendor (ASV) - industry certified contractors who conduct electronic scans of data handling systems – for periodic data scans.

4.      The Data Security Compliance Officer shall download and complete periodically (as specified for the appropriate merchant level) a PCI DSS Self-Assessment Questionnaire from the above noted web site.

5.      The Data Security Compliance Officer shall have the ASV conduct periodic network security scans, based upon merchant level.

6.      The Data Security Compliance Officer shall report quarterly to the chief operating officer regarding the steps taken to comply with the Act.

© 2008 rev 08/28/08
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SOP #14 - Handling of Products for Private Labeling / Labels
The Division may provide private labeling services. In such event, we receive and store products that have been manufactured elsewhere under cGMP conditions and hold the products pursuant to the SOP herein, entitled “Receiving & Storage of Inventory and Returns”

1. All labeling is to be done in a clean working environment, with employees who are appropriately dressed and trained in the GMPs for the services they provide.. 

2. All employees shall wash hands before starting any labeling job. The employee shall ensure that the work area remains clean and orderly, so that only the correct label is affixed to the correct product. 
3. No unlabeled product shall be separated from its labeled carton before the label is applied, to ensure the wrong label is not affixed to a product. Care must be taken that standard DSHEA labels are used on all Dietary Supplement products and that the appropriate Medical Food add-on label is used for those products that are also Medical Foods.
4. A supervisor shall check to see that the correct label is affixed to the product. The supervisor shall verify that the product specifications on the carton label meet the product specifications on the label being affixed to the product.
5. In-house labels are to be printed only as needed and any excess printed, except for samples and records, shall be destroyed at the completion of labeling. The labels shall have a batch code on them, in a format that encodes the production or storage date, or duplicates existing unique batch code associated with the bottle.

6. Written shop records are to be kept of each job. Labels are to show label revision codes.
Label Standards: 
Sec. 101.36 Nutrition labeling of dietary supplements for grandfathering under DSHEA:

1. Main panel of the label must include:

A. Name of Product: ______ (followed by the ® or TM)

B. Total number of capsules/pills or amount in bottle

C. The term "Dietary Supplement" OR "_____ Supplement"

"You must identify a dietary supplement by use of the term "dietary supplement" as part of the statement of identity, except that you may delete the word "dietary" and replace it with the name of the dietary ingredient(s) in the product (e.g., calcium supplement) or an appropriately descriptive term indicating the type of dietary ingredient(s) in your dietary supplement product (e.g., herbal supplement with vitamins).

If you use a Proprietary Blend (more info in the Regulations section below),

"You must identify proprietary blends by use of the term "Proprietary Blend" or an appropriately descriptive term or fanciful name. On the same line, you must list the total weight of all "other dietary ingredients" contained in the blend. Indented underneath the name of the blend, you must list the "other dietary ingredients" in the blend, either in a column or linear fashion, in descending order of predominance by weight. These ingredients should be followed by a symbol referring to the footnote "Daily Value Not Established." Dietary ingredients having RDIs or DRVs must be listed separately and the individual weights declared. 21 CFR 101.36(b)(2) and (c)"

2. Usually, the right side panel: the Supplement Facts Box (see details below)

3. Usually, the left side panel: Directions, Warnings and Disclaimers.

Dietary Supplements must include Directions since such food products are deemed safe if used as directed. Standard Warnings and Disclaimers are also needed, including the Statutory Disclaimer.

Generally, you should include other standard disclaimers, such as, "Do not use if safety seal is broken. Keep out of reach of children. Store in a cool dry area at room temperature. Not for use by pregnant or lactating women." If it contains common allergens, it needs to include that warning as well.

© 2012, 2013
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SOP #15 - Receiving & Storage of Inventory and Returns

Receiving -

1. Upon receiving any shipment of inventory or any return product, the received materials shall be logged and dated, with the unique batch numbers associated with the product.

2. The receiving employee shall check the received materials against bills of lading or other transmittal documents to ensure that what the Division ordered is what was received.

3. The receiving employee shall check the materials receive to ensure the quantity matches what the invoice or packing list states.

4. The receiving employee shall inspect the packages for damage:  i.e., dented bottles, broken caps, open seals, crooked or missing labels, water damage, and the like, and make written record of any damages, notifying a supervisor.
5. The supervisor of the receiving employee shall direct all damaged received inventory to be returned to the contract manufacturer with appropriate return documents, for credit or refund.
6. Returned product shall not be returned to inventory but shall be removed and discarded.

7. No returned or damaged product shall ever be sold to consumers.

Storage –

1. All product is stored in an organized manner so that the product groups are not co-mingled that could result in the wrong product being pulled to fill an order.
2. Product inventory is rotated to be sure the product is sold in order so that product received earlier is sold before product that is received later.

3. All product shall be stored at room temperature, in a temperature and humidity controlled environment to prevent overly wet, hot or cold storage. 

4. All returned product shall be handled and stored separately from inventory and new product received. Returns shall be clearly marked “RETURN” and never stored with inventory. Returned product shall be quarantined from inventory and shall be disposed of in an organized manner, after QC review.

5. The QCM shall review or cause to be reviewed all returned product for defect or irregularity. 

6. If defect or irregularity is found, the QC manager shall forthwith contact the contract manufacturer, with a copy to senior management, directing the manufacturer to address and defect or irregularity.
© 2012 rev 09/16/12
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SOP #16 - Product Recall

1. Product Recall Procedure in the event a product:

[1] is removed from the market by government action, 

[2] by manufacturer recall, or 

[3] the Division becomes aware of significant risk to the public involving contaminated or adulterated ingredients (or wrong strength of ingredients used) and recalls the product, the procedure is the same. 
2. Any such Recall shall be treated as an Emergency under the Crisis Management and Emergency Planning SOP herein.

3. The Emergency Manager shall direct all necessary immediate steps to communicate in the quickest practical manner with all affected customers, expediting the Recall with common carrier product return requests.


4. All recall procedures shall conform to  Regulatory Procedure Manual (RPM) Chapter 7 - Recall Procedures: 

http://www.fda.gov/ICECI/ComplianceManuals/RegulatoryProceduresManual/ucm177304.htm 


5. All recalled product returned shall be processed under the Receiving and Storage of Inventory and Returns SOP, above.
© 2012 rev 11/19/12
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SOP #17 - Customer Complaint Sheet Form

Any employee receiving any customer complaint, including an Adverse Event Report, shall use a form Customer Complaint Sheet to report the receipt of the complaint to the employee’s supervisor. See the Customer Complaint Form attached as part of the SOPpendix.
The Customer Complaint Sheet shall record the following information.
1. Name of Customer

2. Address

3. Phone number

4. Name of Product

5. Unique Batch Code

6. Date of Complaint

7. Nature of Complaint

8. Division Response
Space shall also be provided for:

QC Form Review, with date; form to provide: 
QC determination whether the complaint may meet AER reporting threshold

QC indication of which AER criteria, as set out in the SOP herein entitled: “Order Record Keeping and Retrieval; AER Reporting” appears to require reporting, if any

QC decision if injury, illness, product defect or irregularity needs to be addressed with manufacturer, with date

QC decision to inform Customer of findings, if defect or irregularity existed that requires an AER report, with date

QC indication that AER report was filed. When filed.

© 2012, 2013
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SOP #18 - Change Controls / New SOPs

The OPERATIONS MANAGER has appointed a Quality Control Manager (QCM- see SOP #7). Every FDA-regulated Division should maintain a state of control for any process used to distribute, provide customer services or manufacture any regulated product. This is necessary to show that the Division does the same thing the same way every time.

Over time, the Division may buy better equipment, implement new technologies, adopt new materials, improve designs or service procedures. Each process still must be executed in a state of control and the Standard Operating Procedures need to reflect and document the changes implemented.

Change control forms are used to track changes and describe current states of control. The Division QCM is tasked with maintaining records of changes and of previous versions of the SOPs.

1. All changes to the SOPs (including newly added SOPs) shall be implemented through a Change Control Form. The form consists of any written communication that includes the following;

a. Heading: SOP Change Control Order

b. Date of Change

c. Brief summary of change (is this a new SOP?)

d. Particular SOP effected (include page number of SOP)

e. Date prior SOP created

f. Manager(s) authorizing change

g. Text of revised SOP

h. Approval by QCM

2. All Change Control Forms shall be reviewed by the QCM and approved prior to distribution. The QCM shall maintain a record of all changes and shall integrate the changes into the SOPs, maintaining a current copy of the SOPs and maintaining copies of superseded SOPs. All such copies shall include the effective dates for the SOP.

3. The form may be distributed electronically to anyone in the Division concerned with the particular change.

© 2009
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SOP #19 - Corrective and Preventive Analysis

[1] INTRO: The following Outline of CAPA Procedures is adopted to guide the Division’s staff in the event of a deviation from the procedures provided in this SOP Manual. 
[2] CAPA PURPOSE: The purpose of CAPA is to document, correct and prevent such deviations. A CAP Analysis typically starts when an employee notifies management that something is wrong. Examples: a label is incorrect, advertising is not “truthful and not misleading” or a product appears deviant as to identity, purity, quality, strength, and composition. Deviations may also involve processes, such as maintenance, cleaning, and proper manufacturing, packing or shipping operations, quality control procedures, testing final product or incoming and in-process materials, handling consumer complaints, AERs, and maintaining records.

[3] NOTIFICATION OF DEVIATION: When management is notified of a deviation, or becomes aware of a deviation, the President or his designated subordinate shall direct a specific individual to be responsible for the CAP Analysis, specifying that an initial written report shall be made to the President within a specific number of days; interim and follow-up reports may also be appropriate.

[4] RECORDS: All CAPA reports shall be maintained per the requirements of the Document Retention SOP.

[5] INDEX: Main Headings of the CAPA SOP

Discovery of the Deviation

Documentation of the Event

Immediate Corrective Action

Investigation of the Primary Cause

Causal Analysis

Corrective Action

Effectiveness Evaluation

[6] CAPA SOP

1. How to Discover a Deviation from SOPs

a. By External and Internal Audits

b. By Observation by Staff

     While performing a task

     While inspecting or testing

     While process and equipment monitoring

     While reviewing records

c. By Review of Change Controls

d. From Complaints, adverse events, product returns or recalls

e. Due to notification by a customer or client

2. Documenting the Deviation

What was the deviation

Who was involved

When did event occur

Where did event occur

How was deviation discovered

How frequently does the process occur

What immediate corrective action taken

3. Immediate Corrective Action Taken

a. Products: isolated, sampled, discarded

b. Equipment: removed and replaced

c. Processes: suspend process

4. Investigation

a. Circumstances at time of deviation

   How and why deviation occurred

   Determine if other products, processes involved

   Determine staff involved

   Gather data to develop corrective action

b. Interview: staff, customers, suppliers

c. Review: policies, procedures, forms

d. Review: Training, equipment, soft/hardware

5. Primary Cause Analysis

To discover the primary (root) cause

To reduce risks or recurrence

To improve operations: policies, procedures, forms

To maintain compliance with SOPs and QC

a. Conclusions should be based on systematic review of documented evidence.

b. Problems may have more than one primary cause. All known casual links need

to be established. Performance improvement recommendations should be based

on the primary cause analysis.

b. PCA answers:

How did the deviation occur?

Why did the deviation occur?

c. PCA also seeks to understand:

Physical, organizational or process factors in place to detect deviations

[where were the factors; what was their level of effectiveness; what

factors failed]

6. Corrective Action

a. A plan of action that will eliminate or reduce the primary cause of the

deviation, failure or breakdown.

Implementation through:

b. SOPs

Process changes (including materials and procedures)

Training and retraining

Use of automation or new equipment

c. Corrective action is limited to changing the primary cause through the

above noted implementation strategies.

7. Effectiveness Evaluation

Effectiveness evaluation aims at documenting that the corrective action was

implemented as planned and that the corrective action is effective in the

reduction or prevention of recurring deviation, failure or breakdown.

a. The EE verifies:

That corrective action was properly implemented

The data source for the EE

When the EE was performed

Success criteria

Whether the CA met the success criteria

b. Document omissions, corrections, completion and recurrence of original deviation

c. EE is the responsibility of Operations Management to be accomplished within

a reasonable period after the implementation of the CA.

d. QA should perform a post CA audit to determine overall effectiveness.
e. If the EE shows a failure to correct the deviation, the CAPA process must be restarted with a new Primary Cause Analysis.

f. Consider:

i. Possible undiscovered other or multiple (independent) primary causes

ii. Significant undiscovered contributing factors

[7] CAPA SUMMARY

Define deviation, failure or breakdown

Gather data

Identify causal relationships

Identify causes change to prevent recurrence

Identify effective potential solutions to prevent recurrence



Implement Corrective Action

Evaluate Effectiveness
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SOP #20 - Division Core Data Sheet

Introduction

The CDS (Division Core Data Sheet) is the prime reference document for each product the Division markets. It is one of the central documents upon which employees, regulators and resellers rely regarding the labeling and management of the product. It should always be marked, “Private and Confidential …”

The CDS is part of Standard Operating Procedures (SOPs) system, and includes the Product Substantiation Notebook (PSN = product fields) maintained for all products, as part of the SOPs. 

The PSN includes a section for each product, with copies of:

[1] The CDS
[2] The product label
[3] The product sales sheet
[4] Copy of any Structure and Function Claims Notice(s) filed with the FDA
[5] Any substantiation notes including peer reviewed journal article abstracts and professional reports (such as clinical trial results). 
The CDS is a summary sheet for each product within the SOP system.

The CDS page for a product includes the following:

[1] Benefits claims; 

[2] Serving sized and requirements; 

[3] Directions for use; 

[4] Concerns of special consumer populations;

[5] Packaging and storage requirements and limitations; 

[6] Safety information - including allergen and other warnings;

[7] Formal disclosures and disclaimers.

The CDS should be updated whenever there is a change to any element listed on the CCDS, to reflect the product's evolution. New benefit claims, serving and direction changes, changes in handling procedures, safety concerns should be documented with date of changes noted.

Procedure regarding CDS 

1. A CDS should be updated whenever an element listed in the CCDS changes
2. The CDS should be formalized early in the product development process, when the initial label is being drafted.

3. Safety issues (allergens, for example) should be addressed in the CCDS in the first draft thereof.

4. The CDS should have separate entries for separate label formats used for particular jurisdictions or markets. 

5. The COO shall approve all updates and revisions to the CCDS.


Creating and Maintaining the CDS

The CDS shall be established and maintained by the COO or the person designated in writing by the COO to direct the creation and maintenance of the CDS, reporting to the COO.

© 2011
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SOP #21 - Employee Qualifications and Training

Each employee/staff member who works with dietary ingredients, whether for use as Dietary Supplements and/or Medical foods, shall be or become qualified in GMPs for the work that employee/staff member provides.

Each new employee/staff member shall be trained in the contents and use of this SOP Manual. The Division will, over time, develop a Training Manual based on these SOPs (which serves as the Training Manual until the development of a more extensive Manual). The Training Manual shall be attached to and considered a part of the SOPs. The goal of training is to have “adequate practice mimic adequate procedures.”
Overview of Training:

1. At the start of orientation, the employee shall be given a copy of the Manual and shall be instructed to read it.

2. During orientation, the employee providing instruction shall point out which SOP sections are particularly relevant to the employee’s scope of work, and shall also note the existence of the Emergency Planning SOP.

3. During periodic updated training sessions employees shall be reminded of the importance of referring to the SOP for instructions in standard operating procedures.

The training program has been divided into two major categories:
1. Regulatory:

Training specifically required by federal, state or local regulations, permits or licenses.

2. Job Specific

Training required within specific jobs that are directly related to operations or equipment within the Division. SOPs are utilized for initial job awareness training and on the job training (OJT).

Within these categories, the required skill level has been classified into 4 levels:
Level I: Basic Awareness: Basic understanding of the topic and associated policies and corporate objectives and targets.

Level II: Job Knowledge: Basic Awareness plus a more comprehensive knowledge of associated policies and corporate objectives and targets as well as facility objectives targets.

Level Ill: Work Without Assistance: Job Knowledge plus enhanced knowledge of the topic that is sufficient to enable the employee to work independently and engage in supervisory work.

Level IV: Able to Train: Work without Assistance plus I-year continuous working experience within the topic; complete understanding of the topic and possesses internal training certification authority. 

Training in each topic and to each classification level will be dependent on the job classification based upon the training needs. Where available, commercial SOP and GMP certification training programs will be made available to the employees. This Division uses the Vitamin Lawyer SOP /GMP Certification Training Program.
A written, dated record shall be kept of each new employee’s training and the Training Manual, as it is developed and amended will take into account the learning experiences of new employees.
© 2012 

Date this SOP adopted: 08.21.12 and changed: 10.11.12
Addendum 1 – Site Use Statement
SOP #3
Scope of this Statement -- By entering and continuing to use the Web Site from which you reached this Statement, you agree to the terms of this Statement.

This Privacy/Information Statement has been adopted by[Name of Practice Entity] and Next to Nature.

You can return to the page from which you accessed this page by using your Internet browser "Back" button.

Organization reserves all rights.

Terms and Conditions (Disclaimers)

Neither they nor the other personnel of the Organization may diagnose or treat medical ailments or diseases.  Persons requiring medical attention should consult a licensed medical doctor.

The content in the web sites linked to this Statement are intended only for residents of the United States and other jurisdictions where providing such information is lawful. All references to products or services apply in the United States only, no offer being made elsewhere. Others should contact us by email at  [EMAIL] to discuss special terms and conditions.

Access to and use of this site are subject to the following terms and conditions and all applicable laws. You may browse this site for personal entertainment and information. However, please do not distribute, modify, transmit or revise the contents of this site without our written permission. The contents of the sites which link to this Statement include copyright materials that are either used with permission or are offered under the Fair Use exception.

We make no warranties or representations about the accuracy or completeness of this site content or of the content of any site or sites linked to this site. Neither Organization nor any of its affiliates shall be liable for any direct, incidental, consequential, indirect or punitive damages arising out of access to or use of any content of this site or the content of any site or sites linked to this site.

Any communication or material you post or transmit to us over the Internet is, and will be treated as non-confidential and non-proprietary (except as provided in the Privacy Notice, below). By transmitting or posting any communication or material to these sites you agree that Organization or any of its affiliates may use your communication or material for any purpose, including reproduction, transmission, publication, broadcast and posting. We may not be able to respond to all messages posted to this site. Furthermore, do not post or transmit any unlawful, threatening, libelous, defamatory, obscene, pornographic or profane material or any material that could constitute or encourage conduct that would be considered a criminal offense or violate any law. We will remove any such statements.

All names, logos and marks appearing in this site, except as otherwise noted, are trademarks (service marks) owned or used under license by us or our affiliates in the geographies where they market products and services bearing such trademarks, or are a “fair use” of others’ marks or copyright materials. The unlawful use or misuse of marks, copyright materials or any other content on this site, except as provided in these terms and conditions or in the site content, is strictly prohibited. By entering this site you agree to respect the trademark, copyright and other protected intellectual property posted on this site or sites connected to it.

Any Testimonials referred to in this web site were volunteered by the makers without any inducement. The results referred to in Testimonials may not be typical and others' results may vary.

Any third-party materials to which links on these sites point, or which may be accessible through these sites, are the sole responsibility of those posting such materials; this site and its affiliates do not endorse or adopt any information or claims contained in such third party sites.

Digital Millennium Copyright Act ("DMCA") Notice - Materials may be made available via this web site by third parties not within our control. We are under no obligation to, and do not, scan content used in connection with the Sites for the inclusion of illegal or impermissible content. However, we respect the copyright interests of others. It is our policy not to permit materials known by us to infringe another party's copyright to remain on this web site. If you believe any materials on this web site infringes a copyright, you should provide us with detailed written notice via email to [EMAIL].

Additionally, the Organization does not assume any legal liability for the accuracy, completeness, or usefulness of any information, product, or process disclosed herein nor freedom from computer virus, and does not represent that use of such information, product, or process would not infringe on privately owned rights. 

We do not offer products or services for the purpose of diagnosis, prescription for, treatment of, or claims to prevent, mitigate or cure any disease, medical or psychological condition. The statements made on these web sites have not been evaluated by the Food and Drug Administration or any other governmental authority, unless otherwise specifically noted. We do not discriminate on the basis of any unlawful categorization. We provide services and/or products privately, with recipient's informed consent only.

The dietary and other substances, and/or materials, equipment or devices, discussed on this site may not have undergone evaluation and/or testing by the United States Food and Drug Administration or like agency of any other country. Risks that might be determined by such testing are unknown. Where these substances are dietary supplements, they are not intended to diagnose, treat, cure or prevent any disease. In some jurisdictions, some of these may be considered prescription drugs, controlled or contraband substances or medical devices. Since the information published on the web site is accessible to anyone throughout the world, the site does not give legal, nutritional or medical advice that may apply to any particular consumer. Consumers are cautioned to check with local, regionalized legal counsel and/or health care professional(s) before making any purchases of membership, products and/or services on the site. The opinions expressed on this site, and on sites to which it may link, are not necessarily the views of the sponsoring organization and are not adopted for commercial purposes.  This information is not intended to diagnose or prescribe for medical or psychological conditions, nor does it claim to prevent, treat, mitigate or cure such conditions by standard medical means.  We do not provide diagnosis, care, treatment or rehabilitation of individuals, nor apply medical, mental health or human development principles.  If the products are of benefit to customers, such benefit is derived from their nutritive value and not any drug action claim.  Insofar as the organization is a private association, this web site is "Expressive Association" which is the expression of the association's beliefs through its internal decisions and activities.

If you purchase any services or products through the web site, you acknowledge that you have done so with informed consent and you hereby Privately License the provider of the Services to provide such products or services.

To the best knowledge of the Organization, food products offered (including Dietary Supplements) comply with the Food Allergen Labeling and Consumer Protection Act of 2004 (Title II of Public Law 108-282) -  http://www.cfsan.fda.gov/~dms/alrgact.html.

Privacy Statement

We have created this privacy statement in order to demonstrate our firm commitment to privacy. The following discloses our information gathering and dissemination practices for our associated web sites.

If we offer products and services on any site, we may use your IP address to help diagnose problems with our server, and to administer our Web site. Your IP address is used to help identify you and your shopping cart. Our sites may use cookies to keep track of your shopping cart. We may use cookies to deliver content specific to your interests. Our sites use an order form for customers to request information, products, and services. We may collect visitor's contact information (like their email address) and financial information (like their account or credit card numbers). If we offer products and services on the sites, contact information from the order form is used to send orders to our customers. The customer's contact information is used to get in touch with the visitor when necessary. Financial information that is collected, if any, is used to bill the user for products and services.

This site has not been notified of California Statute CA B&PC Section 22575(a) noncompliance.
This site maintains a privacy policy in conformity with Section 22575(b).

This site complies with the EU Directive on Privacy and Electronic Communications (Directive 2002/58/EC of the European Parliament and of the Council of 12 July 2002) and does not process the data referred to in paragraph 1 of the Directive except to the extent and for the duration necessary for services or marketing, if the subscriber or user to whom the data relates has given his/her consent.

Insofar as information collected by the Organization may be covered by the Health Insurance Portability and Accountability Act (HIPPA), all such information is maintained as Confidential in strict conformity with HIPPA rules.  In such case, the person to whom such information pertains may obtain copies upon request in conformity with the requirements of HIPPA.

Children's Privacy

Protecting the privacy of the very young is especially important. For that reason, this web site never collects or maintains information at our web site from those we actually know are under the age of 18, and no part of our web site is structured to attract anyone under 18.

All web site promotions, contests and sweepstakes are open only to persons over the age of 18. No information should be submitted to or posted on this web site by persons under 18 years of age, nor should any games, contests and/or sweepstakes be played by children under 18 years of age. This web site does not knowingly collect personal information from children under the age of 18 and does not sell such information.

If we discover that we have received any information from a child under 18 in violation of this policy, we will delete that information immediately. If you believe this web site to have any information from or about anyone under 18, please contact us immediately at [EMAIL] .

Security & Choices

This site has security measures in place to protect the loss, misuse and alteration of the information under our control. We use secure server technology to ensure none of your private information is intercepted by outside parties. It is the responsibility of the user to ensure their browser is capable of using this technology. We are not responsible for the results of sabotage, changed regulations and laws or other causes beyond our control.

Choice/Opt-Out

This site gives users the following option for removing their information from our database to not receive future communications; you can send email to [EMAIL] and put "Remove" in the subject line.

Correct/Update 

This site gives users the following option for changing and modifying information previously provided by contacting us by email to [EMAIL] and put "Correct" in the subject line.

Prepared by R. Fucetola JD

www.siteusestatement.com 
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Addendum 2 – Waivers
SOP #4


Private & Confidential

Testimonial Waiver & Authorization

Date of Testimonial:
___________________________________

Name of Product:       ___________________________________

Name:


___________________________________


For good and valuable consideration, the undersigned acknowledges that [Division] may use my written statements, video, audio and still images recorded by or for the Division for its own proper purposes, to advertise its products and services.


The undersigned authorizes such use and acknowledges that such writings, video, audio and still images are the sole property of the Division(s), for use in the promoting of products or services and are a work for hire. I was not paid as an inducement to make my statements.


The undersigned hereby waives any and all rights to such images and any written, verbal or other testimonial statements made by the undersigned. Any testimonial provided by me is my own and is true, accurate and current.


The Division is hereby authorized to use the statements and / or images in the truthful and non-deceptive promotion of its goods and services in print, electronic, broadcast, Internet or other media.  The Division reserves all rights.  The undersigned was [    ] or was NOT [    ] compensated for the Testimonial.

Identification Provided by Undersigned:    _________________________________

Date of Waiver: _____________

Witness:






______________________________


_______________________



Name: ________________________

Name:






Birth Date: ____________________

© 2009
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SS Number: ___________________
Model Release & Authorization

Name of Division:
___________________________________

Date of Shoot:

___________________________________

Name of Model:

___________________________________


For good and valuable consideration, the undersigned acknowledges that the above noted Division(s) may use video, audio and still images of the undersigned shot on the Day of the Shoot by the Division for its own proper corporate purposes.


The undersigned authorizes such use and acknowledges that such video, audio and still images are the sole property of the Division, for use in the promoting of products or services. The recordings are a work for hire.


The undersigned hereby waives any and all rights to such images and recordings, and any written or verbal testimonial statements made by the undersigned.


The Division is hereby authorized to use the statements and / or images in the truthful and non-deceptive promotion of their goods and services in print, electronic, broadcast, Internet or other media.  The Division reserves all rights.

You hereby consent to the recording, use and reuse by the Division and any of its licensees and assigns and each of their respective employees, agents, parents, subsidiaries, and related companies, in any and all media, whether now known or hereafter devised, worldwide and universally, in perpetuity, or your voice, actions, likeness (actual or simulated), name, sobriquet, appearance and biographical information (collectively your "likeness").

You further agree that Division may use your likeness and/or name in connection with any promotion, publicity or advertisement. You release Division and any of its licensees and assigns and each of their respective employees, agents, parents, subsidiaries, and related companies from liability arising out of its use of your likeness or name. You agree not to make any claims against same as a result of the recording or use of your likeness and/or name, including without limitation, any claim that such use invades any right of privacy and/or publicity.

You understand that Producer is recording your likeness in reliance on this consent. You acknowledge that Division has no obligation to use your likeness and/or name.

Identification Provided by Model: _______________________________________

Date of Waiver: _____________

Witness or Guardian:



Model:

_______________________


______________________________

Name:





Name: ________________________








Birth Date: ____________________








SS Number: ___________________
© 2009 Date this SOP adopted and changed:  04.29.13

Clinical Study Experimental Protocol

Informed Consent & Release

Division:
__________________________

Protocol:
__________________________

Product:
__________________________


I have reviewed and understood the Experimental Protocol for the Clinical Study noted above and I hereby give my fully informed consent to the Division to engage in the noted Experimental Protocol with the undersigned as an expressive association activity.  The undersigned acknowledges that the Division does not diagnose or prescribe for medical or psychological conditions nor claim to prevent, treat, mitigate or cure such conditions.  The Division has requested and I have agreed to engage in a traditional, therapeutic and/or nutritional modality and product use that may offer therapeutic benefit by supporting normal structure and function.  The undersigned hereby releases the Division, its directors, officers, agents, consultants and employees from all claims and liabilities arising from the use or misuse of the modality and product(s), indemnifying and holding the same harmless from all claims and liabilities therefrom whatsoever.  The Division reserves all rights and may use the information obtained, with personal data protected, for scientific research and marketing purposes.
Date: ______________



Signature: _______________________








Name:
____________________








Address: ____________________









   ____________________








Phone:
____________________








E-mail:
____________________

© 2009 Date this SOP adopted and changed:  01.01.10

Addendum 4 – SOP #17

Customer Complaint Sheet

Record & Initial the Following Information, per SOP #17.












Initial

Name of Company:
​​​​​​​​​​​​​​___________________________________

1. Name of Customer:

______________________

2. Address:


______________________

3. Phone number:

______________________

4. Name of Product:

______________________

5. Unique Batch Code:

______________________

6. Date of Complaint:

______________________

7. Nature of Complaint:

______________________

8. Date of Occurrence:

______________________

Person taking above info:  [      ]

9. Division Response:

______________________

Comments:
________________________________________

____________________________________________________

____________________________________________________

Division Response:   [        ]

            Initial

[     ]
QC Review/Date/Comments: _________________________________________ 
[     ]
QC determination whether the complaint may meet Adverse Event Reporting (AER) reporting threshold: [Y] / [N] / Comments: _____________________________________________

[     ]
QC indication of which AER criteria, SOP #7, Para. 5 appears to require reporting, if any:
_________________________________________________________________


[     ]
QC decision if injury, illness, product defect or irregularity needs to be addressed with manufacturer, with date:
_______________________________________________

[     ]
QC decision to inform Customer of findings, if defect or irregularity existed that requires an AER report, with date:
_______________________________________________

[     ]
QC indication that AER report was filed / when filed:
_________________

_______________________________________________________________________
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