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Medical and Home Goods Wholesaler in New York

Policy 001: Purpose of the Document

1.1 Purpose

[COMPANY] operates in a highly regulated medical supply industry that requires adherence to both
domestic and international standards to ensure the quality and safety of products. The purpose of this
manual is to outline the company’s policies and procedures necessary for obtaining and maintaining
foreign accreditation for medical supplies. This document is designed to ensure compliance with both
United States regulatory standards and international frameworks, which are essential for [COMPANY]
to successfully expand into global markets. The policies detailed herein serve as a blueprint tosmaintain
product integrity, manage risks, and ensure that all legal, safety, and operational requirements,are met.

By adhering to these policies, [COMPANY] ensures that its business operations comply, with federal
agencies like the Food and Drug Administration (FDA), Occupational Safety ,and Health
Administration (OSHA), and the Health Insurance Portability and Accountability Act (HIPAA), as
well as international standards such as the CE marking and ISO 13485.

1.2 Need for Policies

Given the complex nature of the medical supply industry, the developmentef clear, enforceable policies
is essential for [COMPANY] to maintain compliance and secureiforeigh accreditation. The need for
these policies arises from several critical factors:

o Regulatory Compliance: Federal, state, and internatighal’laws impose stringent guidelines on
the medical supply industry, especially when distributing products abroad. Compliance with
these regulations is non-negotiable for maintaipingylicensure and operational legality.

e Product Safety: In the medical field, safety iSiparamount. The company must ensure that all
products meet rigorous safety standards_to protect healthcare professionals and patients who
rely on the quality and reliability of medical'devices.

o Market Competitiveness: The globalmatket for medical supplies is highly competitive, and
compliance with both domestic and international accreditation standards is a key differentiator.
By implementing robust policies, [COMPANY] can demonstrate a commitment to safety and
quality that makes it stand out fromicompetitors.

o Risk Management: Comptehensive policies help identify potential risks related to product
safety, operational processes,“and distribution, enabling the company to manage and mitigate
those risks effectively.

The policies outlined in this doeument are designed to cover all operational areas, including product
development, manufacturinggquality assurance, supplier management, distribution, and post-market
surveillance.

1.3 Scope

The scope, of thisjdocument encompasses the entire lifecycle of medical products and supplies
distributed by, [EOMPANY] It addresses compliance with federal and state regulations, as well as
internatiopal standards like CE marking and ISO 13485, ensuring conformity across all markets in
which the company operates. The scope includes:

&, Product Development: Guidelines for designing and developing medical products to meet
safety and efficacy standards.

¢, Influencing Manufacturing Practices: Procedures ensuring that the manufacturing process
follows Good Manufacturing Practices (GMP), ensuring product quality and safety throughout
production.

e Supplier Management: Policies governing the selection, evaluation, and monitoring of
suppliers to ensure that they meet both domestic and international accreditation standards.

o Distribution Practices: Standards for safe storage, handling, and transportation of medical
supplies to maintain product integrity during shipping and storage.

11 | POLICIES AND PROCEDURES
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Medical and Home Goods Wholesaler in New York

o Post-Market Surveillance: Procedures for monitoring the performance of medical supplies in
the market, ensuring continuous compliance with safety standards and handling any necessary
corrective actions, including recalls.

2. Regulatory Framework

[COMPANY] recognizes the importance of strict adherence to both domestic and international
regulatory frameworks. These frameworks guide the company’s operations, product development,“and
quality assurance processes, ensuring that products meet stringent safety and performance standards
before entering the market.

2.1 Domestic Regulations

FDA Regulations
The FDA is responsible for ensuring the safety and effectiveness of medical devices disiributed in the
U.S. Compliance with FDA regulations involves the following:

o Device Classification: All medical devices distributed by [COMPANY] are classified as Class
I, I, or Il based on their intended use and the risk they pose. Thistlassification determines the
regulatory controls necessary to market the devices legally.

¢ Premarket Submission: Devices that require Premarket’Notification 510(k) or Premarket
Approval (PMA) are submitted to the FDA for evaluation,, The company’s regulatory affairs
team ensures that all required documentation, including cliniéal data and performance testing
results, is compiled and submitted.

¢ Quality System Regulation (QSR): [COMPANY]{ollowsthe Good Manufacturing Practices
(GMP) outlined in the Quality System Regulation (24 CFR Part 820). These practices include
maintaining controlled processes for manufacturing, corrective actions, and record-keeping to
ensure that products consistently meet spetifiéations.

OSHA Regulations

The safety of [COMPANYT]'s workforce is a criti€ahGomponent of its operations. OSHA regulations
guide workplace safety standards, especially when employees handle medical supplies that may
involve hazardous materials. [COMPANY] adheres to OSHA guidelines by:

e Maintaining an updated Safety Data Sheet (SDS) for all hazardous materials handled in the
facility.

e Ensuring that all employeesshandling medical devices or hazardous materials are trained in
safety protocols.

e Implementing strict procedures for the safe storage and disposal of hazardous materials in
compliance with OSHA’s Hazard Communication Standard (HCS).

HIPAA Regulations
In the event that [COMPANY] handles personal health information (PHI), compliance with HIPAA is
essential. The company’s IT and Data Management Teams work together to ensure that:

o All,personal” and sensitive data is stored securely, with limited access provided only to
atithorized personnel.

o Client datais encrypted, both at rest and in transit, ensuring the highest level of data protection.

¢"mEmployees are trained regularly on HIPAA compliance protocols, particularly those who handle
data relating to medical device distribution.

2% International Regulations

CE Marking

CE marking is a requirement for medical devices sold within the European Economic Area (EEA).
[COMPANY] works closely with its international regulatory team to ensure compliance with all
applicable directives, including:

12 | POLICIES AND PROCEDURES
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Medical and Home Goods Wholesaler in New York

¢ Conformity Assessment: Based on the classification of the medical device, the company
completes a conformity assessment in accordance with the European Union’s Medical Device
Regulation (MDR). This includes compiling a comprehensive technical file that demonstrates
the product’s compliance with relevant safety and performance requirements.

e Technical Documentation: [COMPANY] ensures that all technical documentation is up to
date, including product specifications, manufacturing processes, and safety assessments.

ISO 13485 Certification

ISO 13485 is an internationally recognized quality management system standard specifically
designed for medical device manufacturers. [COMPANY?] aligns its internal processes with ISO™8485
by:

e Implementing a comprehensive Quality Management System (QMS) that‘governs’ product
development, manufacturing, and quality assurance.

e Conducting regular internal audits to ensure compliance with ISO standards®jhe company’s
quality assurance team documents all processes, procedures, and controls to meet certification
requirements.

e Ensuring that suppliers and contract manufacturers comply with ISOf13485 standards through
regular audits and compliance checks.

3. Policy Framework

[COMPANY] establishes a clear policy framework that guides its operations from product development
to post-market surveillance. This framework ensures compliapCelwith both domestic and international
regulations, fostering transparency, accountability, and safety‘at every stage of the product lifecycle.

3.1 Policy Development Process

[COMPANYT's policy development process follows_a‘structured and inclusive approach to ensure that
all policies are relevant, practical, and enforceable, actoss the organization.

1. Stakeholder Engagement: Key sstakeholders, including department heads from Quality
Assurance, Regulatory Affairs,(Operations, and Procurement, are actively involved in the
policy development process. Fhis ‘€hsures that policies are informed by a broad range of
expertise and practical insights.

2. Research and Benchmarking:The Regulatory Affairs Team reviews industry best practices,
relevant FDA guidelines, andhinternational standards such as CE marking and ISO 13485. This
research forms the foundation for the development of policies that align with the highest
standards in the medical device industry.

3. Policy Drafting: Clear and concise policies are drafted by the Policy Development Team.
Each policy in¢ludes key elements such as scope, purpose, roles, and procedures, ensuring
that employees undérstand their responsibilities and the actions required for compliance.

4. Approvahand Review: Draft policies are submitted to the Executive Management Team for
review and“approval. Senior management ensures that policies align with the company’s
strategic objectives and regulatory commitments before final approval.

5. Employee/ Training and Implementation: Once policies are approved, HR and Training
Departments conduct comprehensive training sessions to ensure that all employees are
familiar with the new policies and procedures.

6. Ongoing Monitoring: Compliance with policies is monitored through regular audits,
assessments, and employee feedback mechanisms. Any issues identified are addressed
promptly, and policies are updated as needed.

3% Palicy Components

Each policy developed by [COMPANY] includes several key components that ensure clarity,
consistency, and enforceability:
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e Purpose: A clear statement outlining the rationale behind the policy, linked to regulatory
requirements or operational goals.

e Scope: The policy specifies to whom it applies (e.g., employees, suppliers, vendors), ensuring
that all relevant stakeholders are included.

¢ Responsibilities: The policy outlines specific roles and responsibilities for implementing the
policy, ensuring accountability at every level of the organization.

e Procedures: Detailed, step-by-step procedures guide employees on how to comply with t
policy, providing practical instructions for implementation.

o Compliance Monitoring: Each policy includes a section that describes how adherence will
monitored and enforced, including regular audits, reporting mechanisms, and correcti\@ns

if necessary.

Citations: X4 O

Food and Drug Administration (FDA), U.S. Medical Device Regulations.
Occupational Safety and Health Administration (OSHA), Hazard Commufiication Standard.
Health Insurance Portability and Accountability Act (HIPAA), Data Pri
ISO 13485, International Standard for Quality Management System
European Union Medical Device Regulation (MDR), CE Marki'ng { i

Q\
&
R
%,
,Q(\

&/

S
.\@

abhwbh=

K
O

© 2025 The Write Direction Inc. All rights reserved.



Medical and Home Goods Wholesaler in New York

Policy 002: Company Overview

Part I: Introduction
2.1 Overview

[COMPANY] (hereafter referred to as [COMPANY]) is a premier medical supply company based,in
College Point, New York.

2.2 Location and Headquarters

ort to customers

2.3 Mission Statement

Vision
To transform the built environment and imbue theyspaces in which we live with human character and
expression.

Mission
To leverage superior thinking in creatingyproducts that enhance the functionality and aesthetics of
living spaces while reducing our carban footprint.

2.4 Product Offerings
2.4.1 Durable Medical Equipment (DME)

At the core of [COMRANYT's product offerings is an extensive inventory of Durable Medical Equipment
(DME), vital fogpatient care and rehabilitation. These products are carefully selected to meet the needs
of both acdte and long-term healthcare settings. The range of DME offered by [COMPANY] includes,
but is not limited to*

o Wheelchairs (both manual and powered): .
. Hosiital Beds and Accessories:

Patient Lifts and Transfer Systems:

e Respiratory Equipment:

¢ Rehabilitation Equipment:
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These products are selected not only for their utility but also for their adherence to FDA standards,
ensuring safety and efficacy in all healthcare settings.

2.4.2 Prosthetics and Orthotics

[COMPANY] recognizes the critical importance of customized solutions for individuals with mobilit
challenges.

The company collaborates with topstier
manufacturers to provide the following:

e Prosthetics:

Orthotics:

These products are manufactured to the highest standards, ensuring they meet interndtional healthcare
accreditation requirements and offer patients the most advanced options availablein”mobility aids.

2.4.3 Personal Care Products

[COMPANY] sources a wide range of personal care products, particularly from Japan, to maintain
quality and authenticity. These include:

Incontinence Products: |

Wound Care Products:

e Bathroom Safety Equipment:

All personal care products meet both FDA and intérnational standards, ensuring they provide effective
solutions for patients requiring long-term caféor home health services.

2.4.4 Pharmacy Supplies

The pharmacy supplies offered by [EOMPANY] ensure that healthcare providers have access to critical
medical items, such as:

e Medical Gloves: )
e Sterile Draies and Gowns:

o PharmaceuticalhContainers and Delivery Systems: _
I

These supplies align’with the compliance frameworks of both the U.S. Food and Drug Administration
(FDA) andintefnational bodies like the Joint Commission International (JJl}i), allowing [COMPANY] to
offer products that are safe and effective for healthcare use globally.

2:5 Market Reach and Clientele
2.5.1 Domestic Market

[COMPANY] serves a diverse domestic market, primarily targeting the following end-users:
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o Hospitals and Clinics: Large-scale healthcare facilities rely on [COMPANY] for essential
medical supplies used in various departments, including surgery, diagnostics, emergency care,
and inpatient rehabilitation.

e Assisted Living Facilities and Nursing Homes: Long-term care providers depend on the
company’s durable medical equipment and personal care products to support elderly and
disabled patients.

e Home Healthcare Providers: [COMPANY] also supplies home healthcare agencies that
deliver services to patients in private residences, ensuring patients have the medical equipment
and supplies necessary for a safe and comfortable recovery at home.

The company enhances its domestic service offerings by providing free delivery within the New York
City area for orders exceeding $200. This policy supports local healthcare providers by efSuring they
have swift access to essential supplies without significant logistical costs.

2.5.2 International Market
Beyond the domestic market, [COMPANY] serves several key international regionsyincluding:

e Asia-Pacific:

e Latin America and Emerging Markets:

By maintaining global partnerships, [COMPANYX] "ensures that its products meet local regulatory
requirements while offering the same level of quality control that defines its domestic offerings.

2.6 Compliance with Global Regulatory Standards
2.6.1 FDA Licensing and U.S. Regulatory Compliance

[COMPANY] operates as a ligensed importer of medical devices under the stringent oversight of the
U.S. Food and Drug Administration (FDA). All products distributed within the U.S. are carefully vetted
to ensure they meet FDA regulations concerning safety, efficacy, and quality. The company’s quality
assurance team regdlarly conducts internal audits to ensure ongoing compliance, with a focus on:

2:6.2'International Compliance and Accreditation

[COMPANY] is committed to adhering to Joint Commission International (JCI) standards, particularly
for products distributed outside the U.S. The JCI, recognized globally for its stringent healthcare
accreditation processes, sets benchmarks for patient safety, care quality, and organizational efficiency.
In compliance with JCI standards, [COMPANY]1:
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2.6.3 Quality Assurance Program

The company's quality assurance program is designed to ensure continuous compliance with beth FDA
and international regulatory standards. Key components include:

2.7 Strategic Partnerships and Supply Chain Management
2.7.1 International Manufacturing Partners

[COMPANY] collaborates with elite manufacturers from China, Japan, and Europe, selecting partners
based on their adherence to internatiohal quality and safety standards. These partnerships enable
[COMPANY] to offer a diverse produet,range while ensuring that all products are manufactured under
globally recognized certificationg!SLhe benefits of these partnerships include:

2.7.2 Supply’Chain Logistics and Distribution

[COMRANY] manages a robust and efficient supply chain that ensures timely delivery of products to
healthcare providers. Key logistics practices include:

e Just-in-Time Inventory Management:
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e Strategic Warehousing:

2.8 Commitment to Environmental Responsibility

2.8.1 Sustainable Sourcing and Environmental Impact

[COMPANY] is committed to reducing its environmental footprint by incorporating sustainable practices
across its operations. This includes:

o Eco-Friendly Packaging: Using recyclable materials for product packaging/te, minimize waste
in healthcare settings.

o Energy Efficiency in Logistics: Implementing energy-efficient practices,in warehousing and
distribution centers to reduce carbon emissions.

2.8.2 Green Initiatives

[COMPANY] works with manufacturers who share its commitmentffo sustainability. These partnerships
emphasize the use of eco-friendly production techniques, sueh .as reducing water usage in
manufacturing processes and minimizing hazardous waste. Thescompany also participates in recycling
programs for medical devices, reducing the environmental impact of medical waste.
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[I. Administration Policies

Policy 003: Compliance Officer Designation and Corporate
Compliance Policy

[COMPANY]

[COMPANY] is committed to maintaining the highest standards of compliance with all relevant local,
federal, and international regulations that govern the manufacture, handling, and distribtition"ef medical
supplies. The designation of a dedicated Compliance Officer is central to ensuringthat the company
remains in full compliance with the Occupational Safety and Health Administratiopf(OSHA), the Health
Insurance Portability and Accountability Act (HIPAA), the Food and Drug Administration (FDA), the
Centers for Medicare & Medicaid Services (CMS), and New York Statg™Department of Health
requlations. Furthermore, the company is fully aligned with foreign accreditation/standards, including
ISO 13485 and CE marking, to ensure the quality and safety of its medical'supplies for global markets.

3.1. Compliance Officer Designation
3.1.1 Role and Responsibilities of the Compliance Officer

The Compliance Officer at [COMPANY] plays a pivatal role in maintaining the company’s adherence
to regulatory standards. This individual holds a senior‘management position and is responsible for

ensuring that all corporate activities align with théwapplicable laws and regulations. The Compliance
Officer:
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The Compliance Officer is responsible for ensuring that all aspects of the company’s operations—
from product sourcing and importation to distribution and customer service—are conducted in full
compliance with applicable laws and standards.

3.2. Corporate Compliance Policy Overview

[COMPANY] has implemented a comprehensive Corporate Compliance Policy to ensure that all
business activities comply with applicable local, federal, and international laws. The key areas of
regulatory compliance covered by this policy include:

OSHA (Occupational Safety and Health Administration)

HIPAA (Health Insurance Portability and Accountability Act)

FDA (Food and Drug Administration)

CMS (Centers for Medicare & Medicaid Services)

New York State Department of Health Regulations

Foreign Accreditation Standards (including ISO 13485 and CE marKing)

Each of these areas is critical to [COMPANY]'s operational success and‘éommitment to safety, quality,
and regulatory adherence.

3.2.1 OSHA (Occupational Safety and Health Administration)

[COMPANY] is committed to maintaining a safe and healthy, workplace for all employees, in compliance
with OSHA regulations. The company’s safety program“covers the entire lifecycle of its medical
supplies, from manufacturing and handling to storage and distribution. Specific aspects of the
company’s OSHA compliance include:

3.2.1.1 Safety Protocols and Hazard Identification

The Operations Manager, in collaboration‘with the Compliance Officer, oversees the implementation
of safety protocols designed to minimize wWerkplace hazards. These protocols are regularly reviewed
and updated to comply with OSHA standards. The company conducts:

3.2.1.2 Employee Training

Saféty training is an integral part of [COMPANY]'s commitment to compliance with OSHA regulations.
All.employees undergo safety training upon hiring, with annual refresher courses required to maintain
theirawareness of safety standards. Training topics include:
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By prioritizing workplace safety, [COMPANY] ensures a secure working environment for its employees
while reducing the likelihood of OSHA violations.

3.2.2 HIPAA (Health Insurance Portability and Accountability Act)

Although [COMPANY] primarily distributes medical devices and supplies, the company occasionally.
handles sensitive healthcare information in the course of its operations. To comply with HIPAA,
[COMPANY] has implemented robust data privacy and security measures to protect the confidentiality
and integrity of protected health information (PHI).

3.2.2.1 Data Security and Encryption

The IT Manager, under the supervision of the Compliance Officer, is responsible fofiensuring that all
electronic health records and other forms of PHI are stored securely. This involves:

3.2.2.2 HIPAA Training for Employees

All employees who handle PHI receive annual HIPAA training®»T his training covers the following
topics:

By implementing these comprehensive HIPAA compliance measures, [COMPANY] ensures that it
meets all legal requirements fér the protection of patient data.

3.2.3 FDA (Food‘afd Drug Administration)

As a distributorfiof medical devices and supplies, [COMPANY] must comply with the FDA’s regulations
governing the “safety, efficacy, and marketing of these products. The Compliance Officer, in
collaboration with the Quality Assurance Manager, ensures that the company meets the FDA'’s
requirements,in several key areas.

3.2e3x1 FDA Product Registration

[EOMPANY]s Compliance Officer is responsible for ensuring that all medical devices imported and
distributed by the company are registered with the FDA. This includes:
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3.2.3.2 Post-market Surveillance and Reporting

The company implements a post-market surveillance program to monitor the safety and performance
of its medical devices after they have been distributed. This program includes:

3.2.3.3 Supplier Audits and Quality Control

[COMPANY] works closely with its international suppliers to ensure that allbimported products meet
FDA standards for safety and quality. This includes:

By adhering to FDA regulations, [COMPANYJ,ensures that the medical devices it distributes are safe,
effective, and compliant with U.S. law.
3.2.4 CMS (Centers for Medicare &l\dédicaid Services)

[COMPANY] provides medical’ supplies to healthcare providers that participate in Medicare and
Medicaid programs. As such, the company is required to comply with CMS regulations governing the
reimbursement and distribution 6f medical supplies.

3.2.4.1 Billing and Coding Compliance

The Billing Depattmentiensures that all claims submitted to Medicare and Medicaid are accurate and
comply with CMS,billing and coding requirements. This includes:

3.2.4.2 Fraud Prevention and Detection

To prevent fraud, waste, and abuse, [COMPANY] has implemented the following safeguards:

23 | POLICIES AND PROCEDURES
© 2025 The Write Direction Inc. All rights reserved.



Medical and Home Goods Wholesaler in New York

By ensuring compliance with CMS regulations, [COMPANY] protects its eligibility to participate, in
federal healthcare programs and minimizes the risk of penalties or legal action.

3.2.5 State-Specific Regulations (New York State Department of Health)

As a company based in New York, [COMPANY] is subject to state-specific regulatidns that govern the
sale, storage, and distribution of medical supplies. The Compliance Officer ensurgs thaisthe company
complies with all relevant New York State Department of Health regulations.

3.2.5.1 Licensing and Registration

[COMPANY] is required to maintain several state licenses to operate asya medical supply distributor.
The Compliance Officer is responsible for ensuring that all licensgs arejcurrent and that the company
submits timely renewal applications. These licenses include:

3.2.5.2 Storage and Handling of Medical Supplies

The Operations Manager, under the supervision of the Compliance Officer, ensures that all medical
supplies are stored and handled in accordange with New York State regulations. This includes:

3.2.5.3 Reporting,Requirements

[COMPANY] complies with all New York State Department of Health reporting requirements, including:

By adhering to New York State-specific regulations, [COMPANY] ensures that its operations are fully
compliant with local healthcare standards.
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3.2.6 Foreign Accreditation Standards

[COMPANY] is a global distributor of medical supplies, and as such, it complies with a range of foreign
accreditation standards. These standards ensure that the company’s products meet the regulatory
requirements of international markets.

3.2.6.1 ISO 13485 Compliance

The ISO 13485 standard specifies the requirements for a quality management system (QMS) that
applies to medical devices. [COMPANY] complies with ISO 13485 in the following ways:

3.2.6.2 CE Marking for European Markets

Medical devices distributed by [COMPANY] in the European Econemic/Area (EEA) must carry the CE
marking, which demonstrates compliance with European Union (EU) safety, health, and environmental
requirements.

By adhering to ISO 13485 and CE marking&tahndards, [COMPANY] ensures that its products are safe,
effective, and compliant with internationalyregulations.

3.3. Implementation of the Compliance Program

[COMPANY] has develeped a robust Compliance Program to ensure that the company remains in full
compliance with all applicable regulations. The key components of this program are described below.

3.3.1 Written PoligieSy\and Procedures

The Compliance¥@fficer is responsible for developing and maintaining written policies and procedures
that outling the‘éompany’s compliance obligations. These documents provide detailed guidance on how
employees“should comply with OSHA, HIPAA, FDA, CMS, state, and international regulations. Key
elementsiof the company’s written policies include:
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The company’s policies are regularly reviewed and updated to reflect changes in regulatory
requirements and best practices.

3.3.2 Training and Education

Employee training is a central component of [COMPANY]'s compliance program. The Compliance
Officer oversees the development of training materials and ensures that all employees receive
appropriate compliance training. Training topics include:

All new employees receive compliance training during their onboarding process, and existing
employees participate in annual refresher courses. Additional training se§sions are held whenever there
are significant changes to regulatory requirements.

3.3.3 Open Lines of Communication

[COMPANY] encourages open communication to fostefi@ cultlire of compliance. Employees are
encouraged to report any potential compliance issues, and the,éompany provides multiple avenues for
reporting, including:

By promoting open communicationy[COMPANY] ensures that potential compliance issues are identified
and addressed early.

3.3.4 Internal Monitoring and Auditing

Regular internal auditsiyare conducted to assess the company’s compliance with regulatory
requirements. The, Gompliance Officer leads these audits, which focus on the following areas:

o OSHA{Compliance: Audits of workplace safety procedures to ensure compliance with OSHA
regulations:

o HIPAACompliance: Audits of data security practices to ensure that sensitive information is
protected.

o FDA Compliance: Audits of supplier contracts, product registrations, and quality control
processes to ensure compliance with FDA regulations.

¢ ) CMS Compliance: Audits of billing and claims processing to ensure that all transactions meet
Medicare and Medicaid requirements.

Audit findings are reviewed by senior management, and corrective actions are implemented to address
any identified areas of non-compliance.
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3.3.6 Disciplinary Guidelines

[COMPANY] maintains clear disciplinary guidelines for addressing instances of non-compliance. These
guidelines are communicated to all employees, and disciplinary actions are enforced consistently
across the organization. The Compliance Officer is responsible for:

By enforcing its disciplinary guidelines, [COMPANY] ensures that employees understand the
importance of compliance and the consequences of failing to adhere to company poliCies.

3.3.6 Corrective Action Plans

When instances of non-compliance are identified, [COMPANY] takes prompt corrective action to
address the issue and prevent future violations. The Compliance Officer, leads/the development of
Corrective Action Plans (CAPs), which include:

By developing and implementing corrective action‘plans, [COMPANY] ensures that any compliance
issues are resolved quickly and that the risk of réeurrence is minimized.
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Policy 004: Facility Separation for DMEPOS PTAN

Effective Date: [Insert Date]
Reviewed and Revised Date: [Insert Date]

4.1 Purpose

The purpose of this policy is to ensure that [COMPANY] complies with the federal and New York State
regulations governing the physical and operational separation of facilities when utilizing a [Durable
Medical Equipment, Prosthetics, Orthotics, and Supplies (DMEPOS) Provider TransactionjAccess
Number (PTAN). This separation is critical to avoid conflicts of interest, safeguard patient data, ensure
transparency in operations, and maintain the integrity of the medical supply distribution precess.

4.2 Relevant Authority
This policy aligns with the following regulatory frameworks:

1. Centers for Medicare & Medicaid Services (CMS) Supplier Standards: Provides guidelines
for physical separation and operational compliance to maintain@,DMEPOS PTAN.

2. New York State Department of Health: Sets forth licensingyand operational standards for
medical suppliers in New York, ensuring compliance with“state laws regarding DMEPOS.

3. Health Insurance Portability and Accountability Act (HIPAA): Protects patient health
information and enforces privacy standards, especially’indthe context of shared facilities.

4. Food and Drug Administration (FDA): Regulates,the quality and safety of medical devices
distributed by [COMPANY]

4.3 Scope

This policy applies to all employees, contractorsy” vendors, and stakeholders involved in the
management, handling, and distribution of DMER@S products at [COMPANY] It governs all operations
associated with the company's use of a DMEPOS PTAN and applies to all physical locations and
business entities directly linked to these operations.

4.4 Responsible Party

1. Compliance Officer:

2. Operations Manager:

3. WarehousesManager:
4. Quality Assusance (QA) Manager:

5. Legal Counsel:

4.5 Definitions

o ;/ DMEPOS: Durable Medical Equipment, Prosthetics, Orthotics, and Supplies.

&), PTAN: Provider Transaction Access Number, a unique identifier assigned to Medicare-enrolled
suppliers to track billing and services.

o Facility Separation: The physical and operational distinction between business entities that
share a DMEPOS PTAN. This ensures that each entity operates independently and without
conflicts of interest.

o Physical Separation: The clear, physical division of space within or between facilities to
ensure that DMEPOS operations are isolated from other business activities.
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e Operational Separation: The implementation of distinct operational processes, staff, and
systems to ensure that DMEPOS activities are conducted independently from other business
functions.

4.6 Policy Statement

[COMPANY] maintains strict adherence to federal and state regulations regarding the physical and
operational separation of facilities where DMEPOS PTANs are used. The company enforces_clear
divisions between DMEPOS operations and other business functions to safeguard compliafcetwith
CMS standards, prevent conflicts of interest, and protect patient and product data. All locations that
share a PTAN or are linked to DMEPOS operations adhere to the guidelines in this poliCy 6 ensure
compliance and operational integrity.

4.7 Facility Separation Requirements
4.7.1 Physical Separation

1. Dedicated Facilities:

2. Controlled Access:

3. Clear Signage:

4. Separate Utilities:

4.7.2 Operational Separation

1. Independent Operations:

2. Dedicated Staff:

3. Distinctinventory Management:

4. Compliance with Documentation Standards:

5. Regqular Audits:
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4.8 Roles and Responsibilities

1.

Compliance Officer:

Operations Manager:

Warehouse Manager:

Legal Counsel:

Quality Assurance (QA) Manager:

4.9 Procedures

The procedures section outlines the specific steps that [COMPANY] takes to ensure compliance with
the policy of maintaining physical and operational separation for its DMEPOS operations. These
procedures provide “detailed, step-by-step instructions that allow for smooth execution of tasks,
continuous compliance, and optimal facility management.

4.9.1 Facility Setup and Maintenance

1. Initial Facility Setup:

Facility Planning:
The Operations Manager collaborates with

Infrastructure Setup:
Once the design is approved, the Warehouse Manager oversees the construction or
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modification of the physical space,

Security System Installation:
The IT Department installs security systems,

Compliance Review:
The Compliance Officer conducts a pre-launch review

2. Facility Maintenance:

Monthly Facility Inspections:

The Warehouse Manager conducts monthly inspections

Routine Maintenance:
The Operations Manager ensures that any facility issugs,(such as broken barriers,
malfunctioning doors, or unauthorized access points)(@ré addressed promptly.

Access Control System Audits:
The IT Department regularly reviews access controlsystem logs

nnual Facility Re-certification:
Once a year, the Compliance Officer oversees a full review of the facility’s physical and
operational separation.

4.9.2 Staff Training and Operational Separation

1. Initial Training:

New Employee Qrientation:

All new employees assigned to DMEPQOS operations receive mandatory orientation training
within twg weeks of employment. This training is conducted by the Compliance Officer, who
introducesthe employees to the physical and operational separation requirements, outlines
CMS and New York State regulations, and details the importance of adherence to these
standards.

Jraining Topics:

Training covers:

Testing:

After the trainini, emiloiees comilete a comﬁliance test _
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2. Annual Refresher Training:

e Scheduled Training Sessions:

e Continuous Monitorini:

3. Job Role Assignments:

¢ Role Allocation:
The Human Resources department, in coordination with the Operations Manager, assigns job

4. Employee Access Control:

e Access Authorization:
The Warehouse Manager and Compliance Officeggollaborate with the IT department

¢ Monitoring Access:
The IT Department performs monthly ¢hecks on the access control logs,

4.9.3 Inventory Management
1. Inventory Tracking:

e Dedicated Inventory System:

o Segregated/Storage:
DMEPQOS inventory is stored in

2. Regular Inventory Audits:

e Biannual Audits:
The QA Manager conducts formal biannual audits of all DMEPQOS inventory. This includes:
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—

e Unscheduled Audits:
In addition to biannual audits, unscheduled spot-checks are conducted randomly throughout

the year to ensure continuous compliance with inventory protocols.

e Audit Documentation:
Detailed reiorts are ienerated after each audit. _

3. Product Handling:

e Receipt of Goods:

¢ Product Movement: r

4.9.4 Compliance Monitoring and Reporting

1. Regular Audits:

e Quarterly Audits:

e Audit Reports:

e Corrective Actions:

2. External Inspections:

e Coordination with Regulators:

¢ ‘Requlatory Compliance Updates:
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4.9.5 Incident Reporting and Corrective Action
1. Reporting Non-Compliance Incidents:

e Incident Reporting Mechanism:

¢ Immediate Investigation:

2. Corrective Action Implementation:

e Corrective Action Plan (CAP):

¢ Follow-Up and Monitoring:

4.10 Review and Revision

This policy is reviewed and revised annually offwhen necessary to ensure compliance with current
regulations and industry standards. The Compliange Officer is responsible for initiating and overseeing
the review process.

Approval Signatures

Chief Compliance Officer: Date:
Operations Manager: Date:
Legal Counsel: Date:

References

CMS SupplierStandards

HIPAA Regulations

FDA Medical Device Regulations

New York State Department of Health Guidelines

Policy Distribution

o Copies of this policy shall be distributed to all employees and relevant personnel.
o, AR electronic copy shall be available on the [COMPANY]’s intranet.
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Policy 005: Corporate Structure Diagram

5.1 Purpose

The primary purpose of this policy is to establish clarity regarding [COMPANYT's internal structure,
ensuring that all employees understand their roles and responsibilities. By providing a clear and
transparent corporate structure, the company aims to:

By detailing the hierarchy within [COMPANY], this policy also aims to improve teafnwork, enhance
productivity, and ensure that each department operates in a coordinated and efficient manner.

5.2 Scope

This policy applies to all employees, management personnel, and stakeholders involved in the day-to-
day operations of [COMPANY] It includes all departments—operations, compliance, finance, sales,
human resources, and marketing—providing clarity on how(these’departments interconnect within the
broader organizational structure.

The corporate structure diagram is designed to reflegt alljaspects of the organization’s hierarchy, from
executive management to front-line operation@kstaff, ensuring that each department is properly
represented. This policy serves as a reference, for all employees and external stakeholders to
understand how [COMPANY] functions as a cohesive unit.

5.3 Corporate Structure Overview

[COMPANYT's corporate structure is built to ensure the smooth operation of its medical supply business,
regulatory compliance, and strategic decision-making. The structure is divided into key departments,
each responsible for specifi€ functions. Below is the organizational structure and the detailed
description of each department, its roles, and its responsibilities within the company.

ARD AN ORGANIZATION STRUCTURE FIGURE HERE

1. Executive®danagement

Executive management at [COMPANY] is responsible for setting the company’s strategic direction,
managingihigh-level operations, and ensuring the organization meets its goals. The following key roles
makeyup the executive team:

Chief,Executive Officer (CEO):

The CEO leads [COMPANY] and is the primary decision-maker responsible for the overall success of
the company. The CEO sets the company’s vision, oversees major operational decisions, and
ensures alignment with the company’s strategic objectives. The CEO also engages with key
stakeholders, including regulatory bodies, industry partners, and investors, to promote business
growth and compliance.

35 | POLICIES AND PROCEDURES
© 2025 The Write Direction Inc. All rights reserved.



Medical and Home Goods Wholesaler in New York

o Key Responsibilities:

Chief Financial Officer (CFO):

The CFO is responsible for managing [COMPANYT’s financial health, including budgeting, forecasting,
financial reporting, and ensuring compliance with financial regulations. The CFO works closely with
other departments to ensure that financial resources are aligned with the company’s operational
needs.

o Key Responsibilities:

Chief Operating Officer (COO):

The COO is responsible for overseeing the day-to-day operations ofsthe cempany, ensuring that all
departments work together efficiently to achieve operational goals. The €OO focuses on improving
operational processes, optimizing resource use, and maintaining preductivity across all functions.

o Key Responsibilities:

2. Operations Department

The Operations Department at [COMPAIN YJuis responsible for managing the supply chain, inventory,
and the overall distribution of medicalsupplies. This department ensures that products are procured,
stored, and distributed efficientlysto meet,customer needs.

Operations Manager:

The Operations Manager supervises all aspects of the supply chain, from procurement and inventory
management to logistics and/distribution. This role ensures that [COMPANY]'s medical supplies are
sourced from reliable v&ndors, maintained at optimal inventory levels, and delivered promptly.

¢ Key Responsibilities:

Warehouse Supervisor:

Thé"Warehouse Supervisor manages all warehouse activities, ensuring the proper storage and
Handling of medical supplies. This role includes overseeing the receipt of shipments, organizing
inventory, and ensuring compliance with storage regulations, such as temperature and humidity
controls for sensitive items.

o Key Responsibilities:
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Logistics Coordinator:

The Logistics Coordinator manages transportation logistics, coordinating shipments to ensure that
products reach customers on time and in excellent condition. This role involves working with carriers,
tracking deliveries, and managing shipping schedules.

o Key Responsibilities:

3. Compliance Department

The Compliance Department ensures that [COMPANY] adheres to all relevani/regulatory
requirements, including those set by OSHA, HIPAA, FDA, CMS, and state=level’agencies such as the
New York Department of Health. This department plays a critical role infmaintaining the company’s
legal standing and safeguarding its reputation.

Compliance Officer:

The Compliance Officer leads the compliance team, overseeing.adherence to regulations across all
business functions. This role involves conducting regular audits; ofganizing employee training on
compliance-related issues, and staying updated on new regulatery developments.

o Key Responsibilities:

Quality Assurance Specialist:

The Quality Assurance Specialist wotks alohgside the Compliance Officer to ensure that all products
meet the highest quality standards, Thiswole is essential for maintaining the integrity of the supply
chain, ensuring that all medical supplies distributed by [COMPANY] are safe and effective.

o Key Responsibilitiess

4. FinancegD8partmént

The Finance Department at [COMPANY] handles the company’s financial operations, ensuring that all
transactioens are accurately recorded and that the company remains financially healthy. This
department plays a crucial role in supporting business growth and compliance with financial
regulations.

Accounting Manager:

The Accounting Manager oversees all financial record-keeping, including managing accounts payable
and receivable, preparing financial statements, and ensuring the company’s compliance with
accounting standards.
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o Key Responsibilities:

Financial Analyst:

The Financial Analyst supports the CFO by providing data-driven insights into the company’s finafigial
performance. This role involves preparing reports on budgeting, forecasting, and cost management
strategies to inform executive decision-making.

o Key Responsibilities:

5. Human Resources Department

The Human Resources (HR) Department manages the company’sgorkforee, focusing on
recruitment, employee relations, benefits administration, and compliance with labor laws. The HR
Department ensures that [COMPANY] maintains a productive and positive work environment.

Human Resources Manager:

The Human Resources Manager is responsible for ovefsgeing secruitment, employee relations, and
benefits administration. This role ensures that the companyis HR policies comply with labor laws and
support the needs of employees.

o Key Responsibilities:

Training Coordinator:

The Training Coordinator designs and, implements training programs to ensure that employees are
well-versed in compliance issues, operational procedures, and product knowledge. This role supports
continuous employee developnient and ensures that staff remain up-to-date with industry changes.

o Key Responsibhilities:

6. Sdlessald Marketing Department

The,Sales and Marketing Department is responsible for driving revenue growth and expanding
[EOMPANYT’s market presence. This department focuses on customer acquisition, brand promotion,
and aligning marketing strategies with sales objectives.

Sales Director:
The Sales Director leads the sales team, driving strategies to achieve revenue targets. This role
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involves developing sales plans, managing client relationships, and identifying opportunities to
expand [COMPANY]’s market reach.

o Key Responsibilities:

Marketing Specialist:

The Marketing Specialist is responsible for creating and executing marketing campaigns that'promote
[COMPANYT's products and services. This role involves working closely with the sales teamte ensure
that marketing efforts align with sales goals.

o Key Responsibilities:

Note to Readers:

Thank you for exploring this sample offotgwork. To keep our online
showcase concise, we have provided'enly a selection from this piece.

Should you be interested in viewing the complete work or explore more of
our portfolio, please don't hesitateé to reach out. We're more than happy to
provide additional samples Upon request.

Thank you,
The Write Direction Team
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