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Introduction
At this point in the industry, vendor representative credentialing is difficult to define. At its most general, vendor representative credentialing is a process where sales and service representatives undergo some form of verification before they are permitted into the hospital or sensitive patient-care areas such as the operating room.

The issue gets complicated because the process of verification, as well as the information that is verified, can be quite different from hospital to hospital or from one vendor representative credentialing company to another. This verification can include criminal background checks, checks to see if the representative is among those in the Office of the Inspector General’s (OIG) List of Excluded Individuals/Entities, checks for vaccination histories and many others. It can also involve hospital-specific elements, such as infection control training, vendor orientation sessions and HIPAA policy compliance. In order to know what a hospital system needs to implement, it is important to understand why vendor rep credentialing is needed.

An effective vendor credentialing program should have a flexible approach for both vendors and producers.  We must segment the population of vendors into enough categories that supports credentialing OR/Cath Lab reps differently from Blood Bank reps, differently than photocopier service techs, differently from delivery drivers, and so on.  A “one size fits all” approach tends to create challenges for everyone involved.  For those facilities that classify access three categories are sometimes used: Non-patient care areas, Patient care areas, and direct impact on patient care.

There are very clear existing regulations and position statement from federal and state governments, CMS, AORN, and the American College of Surgeons, AHRMM and the Strategic Marketplace Initiative.  Joint Commission has not yet made released an explicit standard on vendor credentialing, but there are two patient standards and one HR standard that can be loosely interpreted to govern how we should credential vendors.
The purpose of this project is to provide necessary tools for an organization to create or update their existing vendor management programs.  The task force compiled a multitude of example policy and procedures, forms and applications as well as an orientation packet for the vendors.  The task force does not endorse any one method or document to be included in a vendor management policy, but merely hopes to provide examples that the organizations may use to draft the policy and procedure that best fits the needs of their organization.  All of the documents have been formatted using Word to enable the organization to make changes to fit their needs without the need to re-create the document.

Policy and Procedures
Policies:

Drug Samples 

I. POLICY STATEMENT
Drug samples, while convenient for patients, entail regulatory concerns, safety risks for patients, and encourage prescribing of high cost, non-preferred medications. Therefore, with limited exceptions, sample medications are not permitted in the organization facilities. Vouchers for starter medications approved by the Ambulatory Formulary Committee may be dispensed to patients as an alternative. Non-approved vouchers are not permitted in the organization facilities. 

Drug samples shall not be made available for use by inpatients.

The policy regarding the distribution of drug samples shall be controlled by the Executive Committee on Clinical Affairs. Visitation of Ambulatory Care Site personnel and control of drug samples/vouchers shall be monitored jointly by the site personnel and the Department of Pharmacy Services.

II. POLICY PURPOSE
This policy and these procedures have been developed to provide:

A. Guidelines restricting the use of samples in ambulatory clinic sites.
B. A mechanism for enforcement of these guidelines

III. DEFINITIONS
Drug Samples: Prescription and non-prescription medications which are provided to the sites by pharmaceutical representatives for complimentary distribution to patients, as starter doses. 

Applicable to all the organization where care is provided to patients.

Pharmaceutical Sales Representatives (PSR): A representative of a pharmaceutical manufacturer who visits the ambulatory care sites for the purpose of soliciting the use of, or providing information about, pharmaceutical products. Representatives who visit the organization facilities for the sole purpose of initiating or monitoring research studies are exempt from these guidelines.

IV. POLICY STANDARDS
A. Sample medications are not permitted in the organization facilities except as noted below. This includes both patient care and non-patient care areas.
B. Vouchers approved by the organization may be distributed by the organization ambulatory care sites in order for patients to receive complimentary starter medications from a pharmacy of their choice. The organization will determine a formulary of preferred medications, which then may be available through vouchers. Only vouchers approved by the organization are permitted to be used by the organization clinicians at the organization.

C. Non-approved vouchers may not be distributed by PSRs to the organization ambulatory care sites, nor dispensed by the organization personnel at the organization sites.
D. Under special circumstances in which there is a legitimate clinical need, with the approval noted below, sample medications may be permitted in the organization. 
V. 
PROCEDURE ACTIONS
A. Participating pharmaceutical companies may distribute approved vouchers to the organization clinics through their sales representatives. These vouchers are for generic medications or brand drugs that are designated as "preferred" by the Ambulatory Formulary Committee.

B. PSRs may not distribute non-approved vouchers or coupons within the organization to clinicians.

C. If a clinic medical director believes there is a clinical need to maintain some physical samples, a request will be made to the organization. If the request is approved, the succeeding steps must be followed:

1. A formulary of approved sample products must be approved for the clinic. Samples of only those products are permitted at the site.

2. The approved products must be reviewed annually by the medical director.

3. Samples must be stored in a locked secure area. PSRs are not authorized to have access to drug sample storage areas.

4. When samples are received from the manufacturer, they must be recorded on the Sample Drug Log-in Form.

5. The sample drugs must be inspected by the clinic medical director or designee monthly, and a copy of this review sent to the Department of Pharmacy Services.

6. In the event of a drug recall, the Department of Pharmacy Services will notify the clinic. The clinic medical director or designee must review sample inventory and return recalled drugs to the pharmacy.

7. When dispensing a sample medication to a patient, the physician must select the drug, dose and quantity of medication to be dispensed. This must be recorded in the patient's medical record. The physician must review the dose-pack and patient label with written instructions prior to the medication being dispensed to the patient. Distribution of sample medications for purposes other than starter doses is prohibited.

8. The physician may delegate to a medical assistant or nurse the following steps:

a. Complete the Sample Drug Sign-Out Log 

b. Complete the Sample Medication Label 

c.  Document the patient waiver of a child-proof container

d. Obtain final approval from the physician before dispensing

e. Provide patient education regarding the medication
D. The Department of Pharmacy Services will inspect the sample medication storage, log, and dispensing process at least annually. If adherence to this policy is not being met, the privilege of maintaining samples will be revoked.

E. If PSRs distribute non-approved samples or vouchers to the organization, the organization reserves the right to take disciplinary action against the representative and/or company including prohibition from visiting the organization facilities. 

POLICY TITLE: 

Vendor Management

POLICY PURPOSE:

To establish, and promote adherence to, policy, credentialing and badging requirements while maintaining customer satisfaction and promoting the safety of patients and healthcare workers.

POLICY STATEMENT

To assist the organization in fulfilling its mission, vision and values, the organization has established regulations and standards to promote the purchase of equipment, supplies, products, service and maintenance in a manner that is consistent with organizations operating principles. Equipment, supplies and products used in the diagnosis and treatment of patients have significant impact on safety, quality and fiscal responsibility.  The advent of new and expensive technology calls for careful evaluation of each product to assure its rational, safe, and cost-effective use.

PARTIES AFFECTED

All vendor representatives and agents who provide and/or market equipment, supplies, products, services or maintenance to the facility that provide patient care are subject to these regulations and standards when visiting or contacting medical staff physicians or hospital personnel.

These regulations and standards apply to all organization contracts regardless of whether the person contacted is a physician, surgeon, nurse practitioner, physician’s assistant, pharmacist, nurse, other health care provider or administrator.

CREDENTIALING:

All vendor representatives and agents are required to be credentialed before conducting business within the organization.  A complete credentialing application packet will be available from the Materials Management Department and there will be a 30 day grace period between receiving the packet and completion of the application.

CREDENTIALING CRITERIA

To complete the credentialing process all vendor representatives and agents will be required to complete or attest to completion of the following:

a. Credentialing application

b. HIPAA training

c. Standards of conduct

d. Liability of false or fraudulent claims

e. Criminal background check

f. Payment of fee (per representative)

g. OIG sanction background check

In addition to the documents/training listed above, vendor representatives and agents entering surgical suites, required to attest to completion of the following:

a. Infection control practices

b. Aseptic principles and techniques

c. Annual TB testing

REGULATIONS AND STANDARDS
I. Registration/Sign-in

All vendor representatives and agents will be required to check in at the material management department and will receive a 24 hour vendor badge from the department once they have completed the check-in process.  This badge must be visible at all times while in the facility.  Some hospital departments (Surgery, Cath Lab, etc) may require additional sign-in procedures.

II. Activity Standards

a. Appointments/Vendor Requests: All vendor representatives and agents are required to have an appointment before entering a hospital department, Surgical Suite, Cath Lab, or Special Procedure Suite (any area requiring scrub attire): It is preferable that any physician/surgeon request for vendor representative presence during a procedure be provided at the time of procedure scheduling for inclusion into scheduling system. If the vendor representatives and agents arrives without prior notification, the physician/surgeon will be asked if he/she does in fact required the vendor representatives and agents to be present during a specific procedure.  If the physician/surgeon has not requested or does not require the vendor representatives and agents to be present, this will be considered a violation by the vendor representative of the vendor management policy.

b. Area Prohibited: Vendor representatives and agents are not allowed in conference rooms and classrooms unless scheduled and approved in advance by the department director.

c. Parking: Vendor representatives and agents determined to be parking in unauthorized areas will be asked to move their vehicles to the designated parking area.  Repeated violations can result in the suspension of visiting privileges within the hospital.

d. Product Information: Vendor representatives and agents must provide the organization with current information regarding their products upon request.

e. E-mail Contact: Mass E-mailing of detailing/marketing material to the organization personnel without prior approval by the Materials Manager is prohibited.

f. Promotion of Non-Formulary Products is Prohibited: Promotion (“Detailing”, etc.) of any Non-Formulary product or therapy guideline(s) in conflict with the organization guidelines, restrictions, or other formulary status, is prohibited.  The term ‘Non-formulary Item’ includes all drugs, equipment and supplies that have not yet been evaluated by the organization for Formulary status or which have been reviewed and denied Formulary acceptance. This prohibition includes promotion in any manner.

g. Clinical Trials and Evaluations: All clinical trials and/or evaluations must have prior approval by the appropriate departments.  Any product and/or equipment that have not obtained this approval, will be considered gratis and non reimbursable to the vendor.  Approved trials and evaluations will be facilitated and monitored by the appropriate department in conjunction with the corresponding clinical council.

h. Price and Cost Information: No organization price, cost or “quantity used” information of any type, real or hypothetical, is to be publicly presented to or discussed in private with the medical staff physicians or other non-employed personnel.  Contracts and pricing agreements presented to or negotiated other than through the department will not be honored by the organization and will result in disciplinary action for violating this contract terms and to direction purchasing decisions only to those authorized to make such decisions on behalf of the organization.

i. Pre-Printed Prescription Blanks: Pre-printed prescription pads (containing drug name, strength, number, directions, wording or graphics identifying a specific drug product or pharmaceutical manufacturer, or any combination of the above) are NOT to be brought into or distributed in the organization without prior authorization. This includes rubber stamps, stickers and other attachments or devices that have the effect of turning a regular prescription blank into a pre-printed prescription.

j. Conflict of Interest Policy: The organization Conflict of Interest Policy will be strictly enforced. Vendor representatives and agents attempts to obstruct the letter or spirit of such policy are prohibited.  Any violation can result in the loss of privileges or other action allowed by law.

k. Confidentiality: All information regarding the organizations patients, providers, business transactions, utilization, contracts, plans, policies, procedures, practices, etc., is confidential and proprietary, regardless of how the vendor or its agents or affiliates become aware of the information. A breach of confidentiality will result in disciplinary guidelines.

l. Continuing Medical Education Sponsorships: The organization CME program rules addressing sponsorship, relevant topics and visitation locations remain applicable when visiting a campus for the purpose of CME sponsorship.

m. Providing Gifts, Food, and Catered Meals: The organization strictly prohibits vendor representatives and agents from providing gifts, food, catered meals to the organization and departments on the property for any purpose including in-services, department meetings, luncheons, holiday parties, etc.

n. Disciplinary Guidelines: All vendor representatives and agents must adhere to all guidelines set forth by the organization.  Disciplinary guidelines for non-compliance will be enforced to promote such compliance as follows:

1. First Offense: Offending vendor representatives and agents and their manager must meet with the organization and will receive a written warning.  The violation will be documented and maintained in an organization file on the vendor representatives and agents.  This will also be copied to the facility O.R. Director, the facility Materials Manager and any involved physician or other health care provider.

2. Second Offense: Offending vendor representatives and agents and their manger must meet with the organization and will receive a permanent suspension of the vendor representatives and agents privileges of representation with the organization.  Written documentation of this will be sent to the vendor representatives and agents, his manager, the facility O.R. Director, the facility Materials Manager and any involved physician or other health care provider and will be maintained in the vendor’s company file.

Potential Violations That Could Result in Sanctioning and Enforcement of Disciplinary Guidelines

Failure to observe these regulations and standards will result in Disciplinary Guidelines being imposed on the vendor representatives and agents.  Any organization employee and medical staff physician or surgeon may report suspected violations of this policy to the appropriate person.
Examples of Violations are:

1.
Check In/Identification/Check Out – failure to announce arrival at facility, wear badge, into Specialty Area and/or check-out of unit.

2. 
Promotion without appointment – entering the organization to promote products without a previously scheduled appointment with a specific physician, surgeon or administrator.

3.
Promotion in unapproved areas – promoting products in any area other than the one previously scheduled to visit.

4. 
Promotion of Non-Formulary product – promote products not on the organization formulary

5.
Inappropriate behavior – behaving in a manner that disrupts care, endangers patients/staff or offends community standards, or is in violation of the organizations standard of conduct t.

6. 
Failure to follow any FDA regulation or guideline.  Examples of such unacceptable behavior would be the inappropriate promotion of a use not in the FDA approved labeling and making unsubstantiated claims about an approved labeling indication of a product.

If a permanent suspension or other disciplinary sanctions are imposed, a document will be provided to the vendor representatives and agents outlining the organizations expectations of the Vendor while sanctions are in place. Permanent suspension or any other sanctions under this policy shall not preclude the pursuit by the organization of other remedies allowed by law.

APPROVED: ___________________________________________DATE:________________
APPROVED: ___________________________________________DATE:________________

	Department of Pharmaceutical Services
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POLICY

The purpose of this policy is to establish a clear and consistent set of rules governing pharmaceutical company representatives’ activities and interactions with employees and agents of the organization, while conducting business within facility.
DEFINITIONS

Pharmaceutical Sales Representative (PSR): For this policy, a PSR is defined as any representative, manager, medical/scientific liaison of a manufacturer or company who visits the organization for the purpose of soliciting, marketing, or distributing information regarding the use of pharmaceutical products or services.   
Employees and Agents of the Organization: For this policy, employees include all persons hired by the organization to perform work on the hospital’s behalf.  Agents of the organization include all healthcare practitioners, faculty, staff, house officers, students and volunteers who perform work on the hospital’s behalf.  

PROCEDURE

REGISTRATION & SIGN-IN

A. Sign-In 

1. Each PSR will enter the hospital through a main entrance and proceed to the area of the hospital where he/she will proceed to sign in at the pharmacy administration office.
2. The PSR will be issued a name badge, provided at check-in, which must be worn and clearly visible during his/her visit at the organization.  Badge will be stamped with date issued.
3. In addition to the organization, PSRs must also wear their own company issued identification badge with their name and company clearly displayed.
4. Upon completion of their appointment, PSRs will sign out and return the name badge to the pharmacy administration office.
5. Pharmacy personnel will verify all appointments prior to the PSR leaving the pharmacy.
2. Registration
1. At the pharmacy administration office, each unregistered PSR will complete a registration form and receive copies of the PSR policy and confidentially and security agreement.  

2. The completed registration form and signature acknowledging the policy will be stored in the Department of Pharmacy.

3. Each PSR is responsible for keeping his/her registration current and is to update the form if information changes.

4. It shall be the responsibility of the Department of Pharmacy to maintain the records of the registration forms.  
HOSPITAL VISITS

Appointments

1. Each PSR must enter the hospital at the designated entrance and register at the Pharmacy Administration Office as outlined above.
2. The organization reserves the right to limit the number of PSRs that any company has visiting it.

3. PSRs are allowed to visit the hospital by appointment only, Monday through Friday, 8:00AM to 5:00PM.  Off-hour visits (i.e., before 8:00 am) should be preapproved by designated personnel.  Logs will be maintained for all representative visits.
a. Exceptions to this rule may apply in selected situations and may be granted by the Director of Pharmacy or the assigned designee.
4. No unscheduled visits will be permitted.
5. Appointments are to be scheduled with appropriate personnel in respective department(s).
6. Appointments must be scheduled at least 3 business days in advance.
Activities within the Hospital

1.
Permitted and restricted areas and activities
a. PSRs are permitted in public areas of the hospital when traveling to and from their 
registered appointments.

b. PSRs are expected to depart from the institution promptly upon completion of appointments and deliveries.

c. PSRs may access patient care and other restricted areas only when accompanied by a staff member or when delivering drug samples to approved areas.

d. The use of sample drugs at the organization is controlled through the pharmacy.

e. Sample drugs may be dispensed to outpatients.

f.  Distribution of drug samples for use within the hospital is prohibited.
g.  PSRs are prohibited from physician lounges.

h. Pharmaceutical representatives are prohibited from loitering in halls or lobbies.
i. Representatives are prohibited from providing patient-specific recommendations concerning individual drugs or drug therapy.

j. PSRs are prohibited from attending any conference, program, or meeting where patient-specific information or quality assurance activities (e.g., Morbidity and Mortality Rounds) are discussed.   PSRs may attend conferences where clinical information is de-identified in accordance with HIPAA policies.

Educational Programs and In-Services
Advanced notice
a. PSRs must notify the Department of Pharmacy or assigned designee at least 2 weeks in advance of an educational program or in-service.   These are to be distinguished from clinical conferences, where personnel discuss clinical cases for purposes of information exchange and management deliberations.  A member of the Department of Pharmacy or Director of Nursing (or her designee) from the sponsoring department must be present.    
Educational programs and in-services sponsored by PSRs will be permitted, provided they meet the following requirements:
a. The speaker shall not be a PSR.
b. Objectives shall be provided for all educational programs.
c. Programs focusing exclusively on an individual drug are limited to formulary agents.  Programs or presentations, which include discussions of drug classes or multiple drugs for a given indication, are permitted and may include non-formulary agents.  A list of references must be provided to attendees for all programs and presentations delivered by non- staff.
d. Promotional materials provided by PSRs are limited to those approved for use by the Food and Drug Administration (FDA).
e. PSRs may address specific questions from employees about products marketed by their company in accordance with FDA guidelines.
f. Pharmaceutical representatives cannot select the speakers or the topics to be presented at educational programs and in-services.  These decisions are the responsibility of staff.
g. It is appropriate for consultants who present at the hospital to accept reasonable honoraria from pharmaceutical manufacturers for their services and reasonable reimbursement for travel, lodging, and meal expenses.  Disclosure of significant relationships must be provided to avoid conflicts of interest. 

Detailing/Marketing

Pharmaceutical representatives may detail (i.e., promote their products to) faculty or staff provided the following requirements are met:
a. Must present accurate and non-misleading information.
b. Must be consistent with hospital guidelines, restrictions, and policies for drug use (information is available from the Department of Pharmacy).
c. Must pertain to hospital formulary-status drugs, with exceptions noted below.
d. All promotional or informational material provided by a PSR must be explicitly requested by faculty or staff.  

e. Faculty and staff are not voting members of Pharmacy, Nutrition, and Therapeutics or any subcommittees.  
f. PSR may only meet with members of Pharmacy, Nutrition, and Therapeutics or any subcommittees if requested by members and discussions are limited to contract offerings.  
Non-formulary drugs
a. Discussion is permitted provided it pertains to introduction of the drug for formulary consideration and the discussion is requested by a faculty or staff member. 
b. The discussion of individual non-formulary drugs may not occur in the form of an in-service or educational program.

Fellows, House staff and students
c.   It is not permitted to detail residents, fellows or students except in the presence of a faculty 
      member.

Gifts

Gifts, regardless of monetary value, are prohibited from being distributed to or accepted by the organization employees and agents, with the following exceptions:  

· Items for use directly by the patient (e.g., peak flow meters and home blood glucose monitors);
· Selected items of educational benefit (e.g., books, journal reprints, and approved patient education materials); and
· unrestricted educational grants.   
Food

Pharmaceutical representatives if in the context of educational programs, in-services and clinical conferences, may supply food of modest standards.  The PSR may attend and provide promotional information or material if a faculty member from the sponsoring department is present.  A verbal acknowledgement or modest sign to identify the source of the food is preferred.

Food is permitted during national recognition weeks such as pharmacy, respiratory, or nursing weeks.  
Displays

Drug displays are permitted only when scheduled by the Department of Pharmacy.  
ETHICAL CONDUCT

PSRs are expected to operate in an ethical manner during visits to the organization.  Failure to comply will result in disciplinary action.
DISCIPLINARY ACTION 

Governing body

The Director and manager of the Department of Pharmacy shall serve as the governing body for disciplinary actions involving ‘third offenses’.  


Tier approach with disciplinary action
· First offense- A written warning will be issued by the Department of Pharmacy to the PSR and their supervisor. 
· Second offense-The PSR will lose the privilege to be on Hospital property related to their professional activities for a period of six months.  A written notice of the suspension will be given to the representative’s supervisor.  A replacement PSR will not be granted access to the organization during the suspension period.  
· Third offense- The PSR will lose the privilege to be on Hospital property related to his/her professional activities indefinitely.  The governing body may choose to suspend all representatives from the offending company for a period of time, as it deems appropriate.
Documentation

Each infraction will be documented, filed, and sent to the representative’s supervisor.
Discretion of the governing body

The governing body reserves the right to suspend a representative on the first infraction depending on the severity of the infraction.
Ignorance of the organization policies does not preclude disciplinary action.

DEPARTMENT OF SURGERY POLICIES AND PROCEDURES
TITLE / DESCRIPTION




POLICY NUMBER

Visitor/Observer Guidelines 

(Includes Sales Representatives)

EFFECTIVE DATE: _______
REVISION DATE: ______
REVIEW DATE: _________
APPROVED BY: _________________________________________________________________
MAJOR ASPECT OF CARE:

· Patient Safety & Privacy

OUTCOME STANDARD:

· To provide safety and privacy for surgical patients when it is necessary to have a company representative or visitor present and when the representatives are seeking an audience with OR personnel.

I. PURPOSE:

To provide specific guidelines for company representative or visitor when they are needed to be present in OR suite.  Company representatives or visitors will only be present during a Value Analysis Team approved evaluation or at the physician’s request.  Having standard guidelines will prevent unauthorized representatives or visitors from entering the surgical suite to avoid accidental contamination or other safety / confidentiality violations to the surgical patient.

II. POLICY:
In addition to the organization policy regarding Sales Representative Visitation and Practices this OR specific policy will act as a guideline for company representatives seeking an audience with OR personnel and/or acting as a consultant for their products in the OR suite and provide guidelines for visitors/observers.

A. For sales representatives, initial contact must be made with the OR Supply Coordinator.  The      
  Coordinator will inform the representative of the Value Analysis Policy regarding new items.  The Supply Coordinator will evaluate all inquiries and relay any messages to appropriate personnel who will then, at their discretion, decide whether or not to see or talk with them.  Representatives will not contact other OR personnel directly.
B. Walk-in sales representatives will not be seen unless present for an emergency surgical procedure.
C. All appointments should be made in advance.  Representatives must stop in the Materials Department first to sign in and then Emergency Control to obtain a nametag.  Any representative not   having an appointment must ask Materials personnel to call the OR Supply Coordinator to get approval before going to the Operating Room.
D. Representatives and visitors will only be allowed in the OR with prior consent of the OR Manager and/or Assistant Manager, Surgical Services.
E. A Sales Representative Verification Packet and Education Module must be completed by the   
representative prior to entry into the OR suite.  This will be presented to the sales representative by the OR Supply Coordinator and maintained by the OR Assistant Manager.  Existing sales representatives must assure Verification Packet completion within 30 days of packet receipt.
F. Arrangements must be made in advance for scheduled cases.  The OR Assistant Manager and/or Charge Nurse will handle emergency cases needing company representative input.
G. The representative or visitor will check in with the OR Assistant Manager and/or Charge Nurse before entering the OR.
H. Verbal consent for the representative or visitor to be present must be obtained from the surgeon.  Prior to the surgical procedure in which a sales representative is present, s/he will meet with the surgeon to discuss what products or services will be required by the representative during the procedure.  The representative will assure provision of the proper materials agreed upon.
I. The representative will act in a support role only and may not participate in patient care or scrub-in”.  Visitors may not participate in patient care or “scrub-in” unless they have prior Medical Affairs or Medical Staff approved credentialing.  The sales representative is an observer to provide verbal consultation outside the sterile field on the product in question.  During the surgical procedure the representative can instruct OR personnel regarding adjustment or functioning of equipment or hand supplies to the circulator but will not directly make adjustments to equipment or deliver supplies to the sterile field.  Once the surgical procedure is under way, the representative may not leave the room until completion except for emergency.
J. Representatives and visitors will be attired according to the organization “dress code” policy and procedure.
K. Sales representatives or visitors may not approach other physicians while in the Operating Room.
L. Any instrumentation brought by the sales representative, unless an emergency, must arrive at the hospital early enough to be inspected, cleaned, wrapped and pre-vac sterilized.  After decontamination, the sales rep will be responsible for assembling the instrument trays before removal from the premises.
M. Outside baggage will not be brought into the OR suites or restricted areas.  Carts and un-sterile equipment must be wiped with a hospital approved disinfectant before entering the OR suite or restricted areas.  Electrical equipment must arrive in a timely manner for Biomedical Engineering to a safety check before equipment will be permitted to enter the OR suite.
N. Essential content that has been previously discussed and approved by the OR Manager and/or Assistant Manager, Surgical Services may be presented at OR in-service classes.
O. Prior to entry to the OR suite, the representative will complete the OR Safety Orientation Module 
and have signed the organization’s confidentiality statement.
P. Visitors, who are under the age of 18 years, must present a release statement signed by their legal 
guardian or parent and Organization’s confidentiality statement prior to entry into the restricted area of the OR.
Q. For telephone calls unrelated to the procedure at hand, all company representatives must use hospital pay phone.
R. When in the OR for a specific procedure, the representative or visitor may wait in the OR lounge.  At all other times the representative must wait in the Surgery waiting room for his/her appointment.  Sales representatives are not permitted in the surgeon lounge.
S. At no time will a sales representative or visitor review, handle or inquire regarding the printed OR schedule surgical cases or patient names unrelated to the surgical procedure at hand.  Discussion of surgical cases, patient names, surgeons or nursing staff from other facilities regarding surgical procedures or events is not permitted.
T. Any member of the surgical team and/or patient may request that an observer/representative leave the room.
U. In general it is preferred that relatives of patients not be present during surgery unless there is extenuating circumstances as determined by the OR Manager and Chairman of Anesthesia or Surgery.  Patient consent to this affect will be signed in these cases.
III. DOCUMENTATION:
The OR Supply Coordinator and Assistant Manager, Surgery in collaboration with the OR Charge Nurse will assure completion and file maintenance of the Sales Representative Verification Packet and Education Module prior to entry into an OR suite. 
A. The Circulator will assure that sales representative or visitor name and credentials are documented in the case staff section of the OR nurse’s note.
B. Non-compliance with this policy by any representative, visitor or surgical team member will be documented and reported to OR management immediately and may result in the offending representative or visitor being banned from the OR.  Surgical team member violation of this policy will be dealt with through established disciplinary policies and by-laws governing the Organization’s employees and/or Medical staff.

Sales Representative Verification Packet

The sales representative will be responsible to work with their company HR and education department to provide the following items and/or provide attestation, acceptable to Organization’s, to be placed on file at Organization’s and will be responsible to maintain this file at the Organization’s by providing annual updates as required and submission of continuous education certificates as earned throughout the year:

· Initial Back Ground Check

· Job Description

· Copy of college degree and/or college transcripts

· Evidence of Basic Orientation

· Evidence of Advance Product Education 

· Annual Competency Verification

· Evidence of Annual Tuberculosis Status

· Signed HIPPA Compliance Agreements

Sales Representative Educational Module

The self-learning module includes policies and procedures regarding the following:

· Sales Representative Policies 

· Aseptic Technique

· Handwashing – hospital policy, not OR Scrub

· Proper Surgical Attire

· Back Safety

· Universal Precautions/Bloodborne Pathogens

· Fire Safety (Environment of Care)

· Electrical Safety

· Radiation Safety

· Traffic Patterns in the OR

A disclaimer attesting that you have read the module, understand the contents and agree to abide by it must be 
signed after completion of the module. 

Policies: Vendor Visitation and Interaction

I. Policy Statement
Vendors that conduct business at or with the organization will so in accordance with policy guidelines.  Faculty, house officers, students, and staff shall interact with vendors in a manner that meets ethical standards, protects patient confidentiality, does not interfere with the process of patient care, and encourages the appropriate, efficient and cost-effective use of equipment, supplies, and pharmaceuticals within the organization.  It is the responsibility of all staff to monitor and assure that vendors are compliant with these guidelines.
II. Policy Purpose
· To establish regulations for vendors doing business in the organization
· To provide guidelines for faculty and staff when interacting with vendors

· To assure appropriate identification of all vendors visiting the organization
· To minimize interruption of patient care and staff productivity

· To improve the security of the patients, staff and property

· To ensure that all vendor contracts are consistent with the patient care missions

· To specify a mechanism to enforce this policy
III. Definitions

· Vendor – any representative of a manufacturer or company who visits the organization for the purpose of soliciting, marketing, or distributing information regarding the use of medications, products, equipment and services.  Specified portions of the policy do not apply to vendors whose non-pharmaceutical products are already in place in the institution when the purpose of the visit is specifically to provide information to the personnel concerning the implementation and appropriate use of their non-pharmaceutical product.

· Faculty and Staff – for the purposes of this policy, and reference to faculty and staff also includes house officers, all health care providers, students, volunteers and persons hired to perform work on behalf of the organization.
IV. POLICY STANDARDS

Faculty and staff are expected to uphold the highest ethical standards in interactions with all vendors.  Each member of the faculty and staff are responsible for reporting violations of this policy to the manager.
	
	Responsible Party/Action

	General
	1. Each department will have a designated check-in area for vendors.  The check-in function may be performed by a person for whom this is their sole responsibility, or it may be incorporated into the existing responsibility of an employee.  Vendors are only permitted to visit faculty or staff by appointment.
2. All vendors are required to check-in at the designated area and receive an ID badge before proceeding to a department.
3. Vendors who show up at departments without checking in at the designated area and without valid identification will be asked to leave the facility, or return to the designated area to check-in and receive proper identification.
4. If a vendor does not adhere to this policy, the organization will take action as appropriate, such as requesting a replacement vendor or limiting new business with the organization.
5. Notices explaining the vendor policy will be posted at each entrance of the facility.  The notices will indicate the designated entrance and check-in area for the facility.
6. The organization reserves the right to limit the number of vendors that any single company has visiting the organization.
7. All vendors who, in the course of providing necessary business services to the organization, come in contact with patients or have access to identifiable health information must sign a Business Associate Agreement and abide by the organization policies.

	Pre-Visit
	1. Upon a vendor’s first visit to the organization, they shall schedule an appointment with the material management department.  At that appointment, the vendor will be informed of the organization’s solicitation and vendor diversity guidelines.
2. Vendors must schedule an appointment with individuals or departments prior to being allowed to visit.
3. The departments will be responsible for notifying the vendor of the check-in policy and giving them specific directors as to where to check-in.

Pharmacy Specific

· All new pharmaceutical vendors who call on the organization must also report to the Department of Pharmacy Services to register on their initial visit.  During registration, the vendor must provide contact information for himself/herself as well as his/her supervisor.  The Department of Pharmacy Services will provide the vendor with the pertinent organization policies and guidelines and they will be required to sign a statement confirming that they have received, reviewed, and agree to comply with the policies and guidelines.

	Day of

Appointment
	1. At check-in, the vendor must register by signing in on the vendor registry log kept at the check in area.  Vendors will register their name, company name, date and time and the individual or department being visited.
2. The vendor will be issued a specific ID identifying them as a vendor.  This ID will be temporary, unique in color, valid for one day only, and specify the department they are visiting.  Vendors are to wear the ID badge clearly displayed at all times while in the organization.
3. At check-in, the designated person will contact the department that the vendor is visiting and get approval to allow the vendor to proceed.  Vendors may only visit those departments and personnel when there is a prearranged appointment.  Vendors may NOT visit with faculty, staff, or house officers or call on departments without a prearranged appointment.
4. If vendor visits have to occur at times other than during regular business hours, the department must notify the vendor check-in area and obtain in advance temporary badge for the representative.

	Access
	1. Vendors are restricted in access to: physicians’ office, Material and Managements Department, department offices, and Pharmacy administrative offices (all by appointment only), conference rooms (by initiation only), and public areas.
2. Under must circumstances, vendors are prohibited from entering patient care areas within the organization including the: Emergency Department, the Operating Rooms, Medical Procedure Units, patient care units, outpatient clinics, clinic staff rooms, waiting rooms, and hallways, Pharmacy dispensing areas and the Material Management warehouse.  An exception to this is a situation in which a vendor is required for training on new equipment or devices already purchased by the organization, setting up such equipment, or similar activities associated with a contractually agreed to business purpose associated with new technology or devices.  These cases must be approved by the appropriate director/chair/division or service chief and are subject to the confidentiality protections in the contract language and the Business Associate Agreement.
3. Vendors are prohibited from attending any conference where patient specific information or quality assurance activities are being discussed.
4. Vendors shall only use elevators designated for visitor use.
5. Vendors may not use the organization e-mail or paging systems to contact faculty or staff unless specifically requested by the staff member.
6. Vendors are not to place (or ask staff to place) information in mailboxes of any organization staff unless requested by the individual staff.

	Food and
Beverage
	1. Food or drink may not be provided directly by vendors.



	Displays
	1. Vendors are not permitted to display products or product information within the organization.
2. Displays may be allowed in the organization in conjunction with formal externally directed courses.

	Promotional 
Activities
	1. Cash or other incentive programs are strictly prohibited in the organization.
2. No personal gifts of any kind from vendors to staff are permitted.
3. Vendors are not permitted to distribute post or leave any type of printed or handwritten materials, advertisements, signs or other such promotional materials anywhere on the organization premises.  Unsolicited materials may not be provided to clinicians: any promotional or information material provided by vendor must be explicitly requested by the staff.
4. Distribution of vendor patient education material that may be useful to our patient s should be left at the appropriate department.  The department must review all educational information before it is distributed patients or families.   Vendors are strictly prohibited from providing educational material of any type directly to patients or from leaving them in areas accessible to patients.
5. Only pricing/cost information which has been approved the organization may be discussed with clinicians. Absolutely, no contracts may be presented to clinical staff; all contracts must be routed through the Materials Management Department.
6. Raffles, lotteries, or contests which provide the winner with gifts of any value are not permitted.
7. Promotion of drugs against the organization restrictions, drug utilization guidelines or clinical guidelines/invitees is prohibited.  Non-formulary drugs or drugs not on the organization Preferred Drug List may only be discussed if the pharmaceutical vendor fully discloses this status to the staff members.  Pharmaceutical vendors who do discuss such agents without an appropriate disclosure will immediately suspended from visiting the organization pending review of the event.
8. Pre-printed prescription pads may not be distributed by pharmaceutical sales representatives.

	Samples
	1. Samples are controlled by the Pharmacy Department.

	Educational

Programs
	1. Vendors shall not sponsor any educational programs without approval by the Department Director, Department Chair, or Division Director. In all cases, the selection of speakers and assurance of the educational integrity of the program is the responsibility of the responsible organization staff member. While the support of vendors for educational programs may be acknowledged, vendors must not speak or present information in conjunction with education program time.  Further, there can be no activities to promote or market specific products in conjunction with educational time.
2. Vendors shall not attend programs intended specifically for medical students, house staff without prior permission of the responsible staff member.  Even if permission to attend is granted. Vendors are not permitted to speak, nor to promote or market products at these programs.
3. Vendors shall not attend programs in which specific patients are identified or when quality assurance or risk management issues are presented.

	Grants/Gifts
	1. No personal gifts of any kind from vendors to staff are permitted.

2. Textbooks and items of educational value may be provided to the institution if approved by the department chair/director and if consistent with the organization policies. Vendor representatives may not give to individuals or the organization any promotional gifts (such as pens, pads, etc) featuring product names.  All gifts to the institution must be consistent with the organizations policies concerning conflicts of interest. 

	Confidentiality
	1. Vendors shall not attend programs in which specific patients are discussed or when quality assurance or risk management issues are presented.

2. Preceptorship programs (programs for the education of pharmaceutical representatives) involving contact with, discussion of, or observation of individual patients, is prohibited unless approved in advance.

	Responsibility
	Departments and Staff

All organization departments and staff are responsible for assuring that vendors interacting with our organization comply with this policy.  Non-compliant vendors are to be immediately reported to the Materials Management Department.

Security

Security may, at any time, request to inspect a vendor’s ID badge.  Vendors without proper identification badges will be escorted to the appropriate vendor check in area.  Uncooperative vendors or those in violation of the organizations policies may be escorted off the premises.

	Compliance
	1. The Material Management Department shall thoroughly investigate any reported violations of the policy.

2. Vendors who fail to comply with the organizations requirements are subject to losing their business privileges at the organization.  The organization reserves the right to restrict the representative and the company they represent from the organizations’ property.

3. The organization will determine the appropriate disciplinary action in conjunction with the appropriate parties such as the departmental directors and/or chairs.

4. Personnel found not to be in compliance or supportive of this policy will be reported to their supervisor for action.  Depending on the severity of the situation, discipline up to and including discharge may be warranted.




Administrative Policy

Vendor Relations/Vendor Visitation

Scope: 
Applies to pharmaceutical vendors, information technology vendors, materials/supply vendors, case management representatives from insurance companies, and other similar vendors/visitors.

Objective:
To establish a process and set guidelines that vendors/visitors are to follow for gaining access to organizational employees, equipment an/or to physicians and allied health personnel while on the organization property.

Vendors must adhere to the organization guidelines.  Pharmaceutical representatives must also adhere to the organization guidelines.
A vendor whose purpose is to visit a physician in the hospital should register with the designated department for which the purpose if focused or visit the physician at his/her office.  Vendors visiting the physician in the hospital or physicians who are functioning on behalf of the organization must adhere to the policies set forth below.
The organization does not do business with vendors/suppliers, which have been excluded from any federal health care programs or debarred as federal contractors.
Policy: 
Educational materials are to be provided to any vendor/visitor who visits the facility to inform him/her of the confidential information policy, vendor/visitor policy, and the procedures for scheduling appointments.  These materials are to be supplied on an annual basis.
Pre-scheduled appointments are required to visit the organization personnel; drop-in visits are not permitted.  The facility’s paging system is not to be used to contact facility personnel.
Visits are to occur during business hours, Monday through Friday, 8:00am to 4:30pm.  Each applicable department is to maintain a calendar log of appointments.  The appointment with the respective department and/or individual should be verified upon the vendor/visitor’s arrival.
The calendar log of appointments and the vendor/visitor verification function can be maintained either in one central location or decentralized at the department level for a period of six months.
 Centralized Approach:
· If the appointment has NOT been pre-scheduled, vendors/visitors are to be shown where to go so they may contact the department designee and request permission to call.
· If the department refuses the vendors/visitors call, the representative is to be asked to leave the facility at that time.

· There is to be no admittance allowed until approval is given.

Decentralized (department level) Approach:

· If the appointment has NOT been pre-scheduled, the department’s designated employee is to contact the Department Director or designee for approval of the vendors/visitors request to call. 

·  If the department refuses the vendors/visitors call, the representative is to be asked to leave the facility at that time.

· There is to be no admittance to the department until approval is given

After verification/approval of appointment, the vendors/visitors are asked to adhere to the following requirements:

I. Sign-in on a standardized “sign-in log”.  If the process is decentralized, the sign-in may be located in the various areas, such as:

A. Pharmaceutical representatives/vendors – Pharmacy Director’s Office and/or Pharmacy.

B. Information System Vendors – Information Technology Director’s Office.

C. Supply Vendor – Material Manager’s Office

D. Maintenance Suppliers/Contractors – Maintenance Department

E. Physician Vendors – One of the above departments based upon visit “purpose”.

II. Read and confirm acceptance of the organization confidentiality policy by signing the sign-in log.  The sign-in log is to be maintained in the respective department for a minimum of 6 years.
III. Wear a vendors/visitors badge that is issued by the facility representative.  The vendors/visitors badge is worn while in the organization and in a manner to be readily observed.  Company supplied badges are also worn as an adjunct to identification while in the facility.  Vendors/visitors badge is to contain the name of the individual and the company, date and time of appointment, location and expiration date/time as applicable. 
IV. Certify to the organization that the vendor has not been excluded from any federal health care programs or debarred as a federal contractor.  
Other General Information:

Vendors/visitors are not to bring samples/products into the facility or set up hospital displays without prior approval.  If a display is approved, it is to be in a non-patient care area.

I. Pharmaceutical representatives must have approval through the Pharmacy Director.

II. Other supply vendors must have approval from Corporate Compliance.

In-service or training content by any vendors/visitors must be pre-approved by the discipline-specific department director/manager.  
Vendors/visitors are to have no direct involvement with the organization’s patients without prior approval by the patient or the patient’s authorized representative.
Vendors/visitors are not to conduct business in corridors, cafeteria, gift shop, or other public areas.

Violations/Sanctions:

I. Vendor companies or organizations whose representatives are conducting business with the organization are responsible for the professional behavior of their representatives.

II. Representatives are given a written warning for any violation of confidentiality policies and procedures, including the vendors/visitors sign-in and Standards of Conduct.  A copy of the warning is forwarded to the company representative’s manager.
III. All vendor sanctions are to be coordinated by the organization’s Leadership (i.e., Pharmacy Director, Information Technology Director, and Materials Manager).

IV. The organization reserves the right to ban company representatives from facility for violations of policy, procedures, and Standards of Conduct.

V. The company representative from the company violating these policies is banned from the institution for a minimum of three months if the first warning is not followed. Repeat offenders may be banned for an indefinite period of time.

VI. Any exceptions to the above sanctions are to be approved by the Senior Management Team.
VII. If a vendor/supplier is excluded from any federal health care programs or debarred as a federal contractor, its contract(s) and business affiliations with the organization are terminated as soon as the organization has notice of such.

Vendor/Professional Visitor Policy Information Sheet

The Vendor/Professional Visitor policy applies to pharmaceutical vendors, information technology vendors, materials/supply vendors, case management representatives from insurance companies and other similar vendors/visitors.
“How Do I Comply”
I. Make an appointment
Appointments are to be scheduled with the department to whom your visit pertains. All supply/materials vendors are to contact the Materials Management Department to arrange their visit, even if the actual visit will be to a different department within the facility.

II. Sign-in
Upon entering a facility, vendors/visitors sign a sign-in log located in the facility.  The location of the sign-in log is determined by each individual department and the vendor/professional visitor should inquire at the time of making their appointment as to the location of the sign-in log.

III. Wear Identification
At the time of sign-in vendor/professional visitors are provided with a facility specific name badge that must be worn at the all times while in the facility.  In addition, vendor/professional visitors should also wear any additional identification issued by their employer adjacent to the organization vendor/professional visitor badge.

IV. Respect Patient Confidentiality
Vendor/professional visitors agree to abide by the organization’s confidentiality statement printed on the back of the sign-in log. Vendor/professional visitors are to have no direct involvement with the patients without prior approval by the patient or the patient’s authorized representative.

V. Act Professionally
Business is NOT to be conducted in hallways, cafeteria, gift shop, or other public areas.  Vendors are to adhere to the organizations policies and procedures.

VI. Understand the Consequences of Violations
Violations of policies and Standards of Conduct may result in a representative being banned from the facility and may endanger a business relationship between the organization and the vendor.  Representatives and/or vendors may incur civil and/or criminal liability for certain violations.
VII. Ask Questions
If you have any questions, contact the specific department director or facility administrator.

Vendor/Professional Visitor Badge

Vendor/professional visitor “peel and stick” badges can be ordered from the Materials Management Department.  The badge will contain the following information, and display the facility logo. There are 3 levels of vendor management: Clinical, Non-clinical and Administrative.  Each level will have a badge of a different color.  The “Clinical” badge will be Blue, the Non-clinical” badge will be Orange and the “Administrative” badge will be red.  The “Clinical” badge will be issued to those vendors that require regular access to patient care areas.  The “Non-clinical” badge will be issued to vendors who DO NOT require regular access to patient care areas.  The “Administrative” badge will be issued to vendors that DO NOT come in contact with patients or patient care areas.
Suggested Strategies for Implementation of the Vendor/Visitor policy
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I. Review of scope of vendor/professional visitor policy

A. The vendor/professional visitor  policy applies to:

1. Pharmaceutical vendors

2. Information technology vendors

3. Materials/supply vendors

4. Case management representatives from insurance companies

5. Other similar vendors/visitors

II. Based on the above scope, the following vendors ARE affected:

A. Vending machine delivery person

B. Elevator repair person
III. Based on the above scope, the following vendors are NOT affected:

A. Floral delivery person

B. Sheriff’s Department bringing inmate for care

IV. Based on the following scope, the following are OPTIONAL:

A. Supply vendors who only come to the loading dock

B. Supply vendors who come just inside Materials Management to drop off delivery and leave immediately without going elsewhere in the facility

C. Fed Ex/UPS delivery service

D. Tour groups (they are technically outside the scope, but usually easy to get signed-in prior to tour, which is added protection for the organization.  Also, these groups should be ESCORTED).

V. Location of Sign-In Logs:

A. The following issues should be examined at your Department Head Meeting to help determine the best location or locations in the facility to place the Vendor/Visitor sign-in logs”

1. Do you have vendors who come to your department after hours?

2. Do you want a central sign-in location or multiple locations?

3. What are the points of entry into the facility for vendors?

4. Are there one or more common points in your facility that all vendors pass by?

Subject: Vendor Policy and Procedures

1.0 Philosophy/Purpose: 
1.1
It is the responsibility of Physicians, residents, trainees and all employees (staff) to at all times protect the privacy and safety of our patients and ensure that we provide the highest quality service possible. 

1.2
It is therefore necessary that we conduct all business with Vendors in accordance with the highest ethical standards intended to protect patient confidentiality, and ensure appropriate and cost effective use of medical devices, supplies, and pharmaceuticals. 

1.3
Admittance to any of the locations of business by a Vendor is a privilege, not a right. Vendors that conduct business with the organization must do so in accordance with all established policies and guidelines. It is the responsibility of the organization locations to ensure that Vendors and staff are knowledgeable as to and compliant with these guidelines. Staff is responsible to report any suspected violations of these guidelines. 

2.0 Scope: 
2.1
This policy is applicable for the organization.
2.2 This policy directly applies to all vendors including those that provide or wish to provide medical/surgical supplies and equipment inclusive of pharmaceuticals for patient care purposes. 

2.3 This policy does not apply to vendor relationships that require an on-site presence as a condition of providing the contracted service. Such services must be documented by a written contract and typically involve service providers that support areas such as Research and Information Systems. 

2.4 This policy applies to vendors that are directly involved in patient care procedures where their presence is necessary for implementation. 

2.5 This policy does not apply to vendors that are at the organization upon our request regarding service contracts with their company. 

2.6 This does not apply to vendor consultants for a one time visit. However, if the vendor will be involved in an interventional procedure then they must follow the same guidelines in 5.3 of this policy. In these cases the requesting department is responsible for collecting documentation and sending it to SCM. 

2.7 This policy applies to vendor trainers as it relates to their presence in procedural areas. Vendors that will be providing training are required to contact Supply Chain Management to sign a Business Associate Agreement. 

3.0 Responsibility: 
3.1 Application of this policy and ongoing monitoring is the responsibility of operational leadership. 

3.2 Staff members are expected to uphold the highest professional standards in interactions with all Vendors and must report violations of this policy through the use the Supply Chain Management Web portal. 

3.3 All Vendors that interact with the organization are required to adhere to this policy and all 
      other Supply Chain Management policies. 

4.0 Policy: 
4.1 This Policy Statement has been created to: 

4.1.1 Establish requirements for Vendors doing business at the organization. 

4.1.2
Provide guidelines for staff when interacting with Vendors. 

4.1.3
Ensure proper identification of all Vendors visiting the organization. 

4.1.4
Ensure that all Vendors desiring to visit the organization comply with all applicable patient care, privacy, pharmacy guidelines, health requirements, research integrity, HIPPA, Code of Conduct requirements, and follow the practice procedure requirements of this policy. 

4.1.5 Maintain the security of our patients, staff and property. 

4.1.6 Ensure that staff is appropriately trained as to the usage of and follow up care associated with treatments provided to our patients 

4.1.7 Specify an enforcement mechanism. 

4.1.8 Minimize interruption of patient care and staff productivity. 

5.0 Practice/Procedure/Requirements for Compliance: 
5.1 General Guidance 

5.1.1 
Vendors who are not yet approved company vendors and it is their first visit to the organization must have a confirmation letter for an appointment but do not need certification. The department must request the appointment through SCM and SCM will send the vendor a confirmation letter via email. 

5.1.1.1 However, if the vendor is visiting multiple times and the organization will be doing business with them they must go through the certification process. 

5.1.2 
Patient care is our priority and Vendors are only permitted to visit the organization by appointment and Physicians are under no obligation to grant these appointments. 

5.1.3 
Request for appointments will be made by the Vendor calling at least 48 hours prior to the requested day. Time, date, product or service to be discussed, individual, and site where the appointment is taking place must be designated at the time the appointment is being made. Vendors are no longer able to visit at will. Should unanticipated patient care requirements arise, the appointment may need to be rescheduled. 

5.1.4 
Each the organization will have a designated main desk check-in area for vendors. Vendors must have an organization picture identification badge to be allowed on site and cannot bring associates with them if the associate does not have an organization picture identification badge. The organization photo identification vendor badge must be clearly displayed during all visits. 

5.1.5 
Vendors must bring their appointment confirmation with them to present to the main check-in desk when they arrive. 

5.1.6 
The organization reserves the right to limit the number and duration of time a Vendor can visit the organization location. 

5.1.7 Vendors visiting an organization for the sole purpose of monitoring Institutional Review Board approved research studies are exempt from this policy on occasions of monitoring only. 
5.1.8 
Within procedural areas on occasions a physician may request an additional company representative to observe a procedure without completion of the Certification Process 5.2. The individual will provide written documentation of the requirements stated in 5.3.1. 

5.1.9 
Staff may not share internal reports, communications, agendas, minutes, or other documents intended for internal distribution with Vendors. 

5.1.10 
If a Vendor does not adhere to this policy, Security or a designee will assume control of the photo identification badge and revoke access for that Vendor to the organization for a period not less than one month. The Vendor will be requested to participate in a meeting and, depending on the violation of policy, may need to repeat the entire educational compliance program. Repeated and flagrant violations can result in indefinite suspension of privileges for the individual and, if necessary, the company. There will be no refund of the certification fees to the Vendor. 

5.1.11 Vendors that supply pharmaceutical samples refer to the organization Sample Medication Policy. 

5.1.12 Pricing comparisons are frequently misleading since the ultimate cost of supplies is dependent on many factors, including contracted discounts and rebates. Therefore, only pricing/cost information which has been approved by Supply Chain Management and/or Pharmacy may be discussed and only upon the request of the administrative or clinical department leader. No contracts under any circumstances may be given to staff. 

5.1.13 Vendors can not solicit procedure or patient volumes or competitive cost information from the organization staff. 

5.1.13.1 
Conversely, the organization staff should not be providing or sharing physician or Operating Room schedules, volumes, or pricing with any vendors. 

5.2 Certification Process 

5.2.1 
Vendors are granted access to the organization locations as a courtesy. 

5.2.2 
To confirm that a Vendor interested in visiting the organization is knowledgeable as to all applicable policies and requirements including those addressing privacy and confidentiality, Vendors are required to successfully complete a certification process prior to scheduling any appointments. 

5.2.3 
It is the intent of the organization that any costs associated with the certification infrastructure to accommodate the Vendor be absorbed by the Vendor. 

5.2.4 
A Vendor desiring to be allowed on site access must initiate the process by submitting an application. The Vendor must then pay a non-refundable fee intended to cover the costs of providing the education, certification and associated ongoing compliance monitoring. The fee for providing these services will be periodically reevaluated in light of the total associated costs. 

5.2.5    Certification sessions are planned to be held monthly and will include representation from areas including Pharmacy, Supply Chain Management, Compliance, and Security. A reference manual outlining the educational materials will be provided to the Vendor at that time. The Vendor will be required to sign a statement confirming they have received, reviewed, and agree to comply with the policies therein. 

5.2.6 
At the time of the certification process, the Vendor must provide contact information for him/her self as well as their immediate supervisor. 

5.2.7 
Vendors will be supplied copies of the Supply Chain Management Policy, the New Product Introduction Policy, Emergency Procurement Policy, and Consignment/Loan Policy. 

5.2.8 
The Department of Pharmacy Services will provide the vendor with Pharmaceutical Sales Representative (Vendor) Policy & Procedure. 

5.2.9 
Vendors must be certified on an annual basis. 

5.2.10 
Once the educational process has been successfully completed, a photo identification badge will be issued by Security. 

5.3 Patient Care Procedure Area Requirements 

5.3.1 
Vendors are allowed in patient care areas during procedures with the consent of the patient, physician, and the manager in charge to protect patient privacy and safety vendors must adhere to the following criteria: (For this purpose, patient care areas include the Operating Room, Cardiac Catherization Laboratory, Vascular Laboratory, and other interventional Procedure areas) 

5.3.1.1  Provide a letter of competency from their employer that states that the  

 vendor has had the qualified training to supervise procedures utilizing the 
 described company equipment/tools and/or the ability to train others in
 the use of  their product. 

5.3.1.2
  The company must provide a background check on all vendors that will
  be observing or performing procedures with patients. 

5.3.1.3
  Provide documentation of TB testing within the last 6 months, which
  complies with JCAHO standards. 

5.3.1.4  Provide their own scrubs to be worn in these areas. The color of the
 scrubs must be black, no other color is allowed. 

5.4 Access 

5.4.1
Vendors must enter and check in at the main lobby of the facility with their appointment confirmation and swipe their badge. 

5.4.1.1 Any vendor who has not checked in and entered through the main lobby will be considered in violation of the policy. 

5.4.2
Vendors are restricted to visiting only physicians’ offices, administrative offices, Supply Chain Management, Compliance, Pharmacy, Security and public areas. 

5.4.3
Vendors are prohibited from entering patient care areas within the organizations including but not limited to the Emergency Department, Operating Room, Cardiac Interventional Areas, other interventional areas, patient care units, outpatient clinics, clinic staff rooms, and any house staff lounges. 

5.4.3.1 An exception to this is when a Vendor is: (1) required for training on new equipment or devices already purchased by the organization’s Operating Room exceptions where vendors’ presence is required to assist surgeons or necessary to develop competency with the equipment. These instances will be prescheduled as part of the OR boarding process. 

5.4.4 
Vendors shall only use those areas in the facility designated for visitor use. 

5.4.4.1 The organization utilization of the cafeteria is advised as a central location, not the main lobby, keeping this space available for patients and families. 

5.5 Displays 

5.5.1 
Other than specifically allowed for in this section, vendors are not permitted to display products or product information within the organization. 

5.5.2 
Vendors cannot place information in mailboxes of staff or post materials on bulletin boards within the organization. 

5.5.3 
Displays may be allowed adjacent to meeting rooms in conjunction with approved the organization CME courses, approved research symposia or other educational activities if: 

5.5.3.1 The course director approves having commercial displays. 

5.5.3.2 Placement is not a condition of providing support. 

5.5.3.3 Vendor does not engage in any sales activity within the area that the education is occurring. 

5.5.3.4 Displays are consistent with policies endorsed by the Accreditation Council for CME Standards for Commercial Support and the organization Code of Professionalism. 

5.5.4 
Displays may be allowed in staff lounges for training if approved by the unit manager. 

5.6 Promotional Activities 

5.6.1 
Cash or other incentive programs are strictly prohibited at the organization. 

5.6.2 
No Vendor promotional items (pens, penlights, paper pads featuring product names) of any kind from Vendors are permitted within the organization. 

5.6.3 
No food of any kind will be directly supplied by Vendors for employees at the organization. 

5.6.4 
Vendors are not permitted to distribute, post, or leave any type of unsolicited printed or handwritten material, advertisements, signs or invitations at the organization. 

5.6.5 
Vendor-sponsored raffles, lotteries or contests which result in gifts to the winner are forbidden. 

5.6.6 
Promotion of drugs against established Drug Policies is strictly prohibited. Vendors who discuss such agents will be suspended from visiting the organization pending review of the event. If the vendor is found in violation of any policy, the ability to visit the organization will be suspended for a minimum of one month. Repeated and flagrant violations can result in indefinite suspension of privileges for the individual and, if necessary, the company. 

5.6.7 
Preprinted prescription pads from Vendors are not permitted at the organization. 

5.7 Grants/Gifts 

5.7.1 
No personal gifts from vendors of any kind are permitted at the organization or to any staff. 

5.7.2 
Textbooks and items of educational value may be provided to the institution if approved by the department chair/director and consistent with Conflict of Interest policies. 

5.7.2.1 The Standards of Commercial Support of the Accreditation Council for CME addresses institutional responsibility, handling of funds, and reasonableness of payments, disclosure, and other issues. 

5.7.3 
Unrestricted educational grants should go through the Chair or Division/ Department Head. 

5.8 Solicitations 

5.8.1 
Support of any CME activities must be made through the Chair or Division Head and the Department of Graduate Medical Education in conjunction with the department of Philanthropy. 

5.8.2 
Donations to the organization are coordinated through the Administration and Vendors should contact this area directly if they are interested in making a donation. 

5.8.3 
The organization Staff that would like to solicit donations from vendors for any non-CME departmental activities, supplies, functions, events, fundraisers; equipment, etc should contact the Administration. 

5.8.3.1 The Administration will contact the vendor. 

5.8.4 
Continuing education donations should be made through the Department Director. Educational materials should be balanced in presentation and should not directly market a product or company; however the educational material can have the creators name and company on it. 

5.9 Confidentiality 

5.9.1 
Vendors shall not attend programs in which specific patients are discussed or when quality assurance or risk management issues are presented. 

5.9.2 
Preceptorship programs (programs for the education of vendors) involving contact with, discussion of, or observation of individual patients, requires the advance consent of the patient and approval of the Department Chair. 

5.9.3 
Any outside trainee (other then a vendor) must go through the same protocols as a volunteer and sign a confidentiality agreement. The trainee is required to get the patient’s approval and the medical staff’s approval for the procedure. 

5.9.3.1 Any outside surgeon or physician will need to sign a confidentiality agreement and get the patient’s approval and the medical staff’s approval for the procedure. 

6.0 Compliance Monitors and Audits: 
6.1 Staff Responsibilities 

6.1.1 
All staff are responsible for assuring that Vendors comply with this policy. Vendors in violation of this policy are to be immediately reported through the use of the Materials Management. 

6.1.2 
Security may request to inspect a Vendor’s identification badge. Vendors without proper identification badges will be escorted to the appropriate area and given information regarding certification. Uncooperative Vendors or those in violation of policies will be escorted off premises. 

6.2 Compliance 


6.2.1 
The area of Vendor Compliance & Management within the department of Supply Chain Management will investigate any reported violations of this policy. 

6.2.2 
Vendors who violate policies are subject to loss of visitation privileges at the organization. There will be no refunds of fees associated with vendor credentialing. 

6.2.3 
Disciplinary actions for violations of this policy are explained in the Materials Management Policy. 

6.2.4 
Staff found not to be in compliance with this policy will be reported to their supervisor for action. Depending on the severity of the situation, discipline up to and including discharge may be warranted. 

6.2.5 
The Office of Compliance, Pharmacy, and Purchasing will report all disciplinary action to Staff Services, the Chief Medical Officer, and the Chief Operating Officer. 

6.2.6 
Continuous trended monitoring will take place through this new process. 

7.0 Definitions: 
7.1 Vendor is any representative or distributor of a manufacturer or company who visits for the purpose of soliciting, marketing, or distributing products or information regarding the use of medications, products, equipment and/or services. 

7.2 The organization Drug policies are all the drug use guidelines, formularies, and utilization management initiatives approved by Administration. 

7.3 Vendor Certification is the educational process all vendors must participate in to obtain a photo identification card that will allow visitation at the organization. The educational process will include but not be limited to Pharmaceutical Sales Representative (Vendor) Policy & Procedure patient confidentiality and privacy regulations, conflict of interest and HIPPA requirements. A signed statement by the vendor acknowledging understanding of the organization policies must be completed as part of this process. 

7.4 Supply Chain Management is Henry Ford Health System’s Purchasing Department. 

8.0 References/Sources: 
8.1 Council on Ethical and Judicial Affairs of the AMA, Gifts to Physicians from Industry.  
JAMA 1991; 265:501. 

8.2
Council on Ethical and Judicial Affairs of the AMA, Gifts to Physicians from Industry. (Report G, 1-90), Chicago, IL: AMA 1990. 

8.3 Council on Ethical and judicial Affairs of the AMA, Annotated Guidelines on Gifts to Physicians from Industry, Chicago, IL: AMA, 1991 

8.4
Gifts to physicians from industry: Opinion 8.061, Chicago, IL: AMA, 1998 

8.5 Clarification of gifts to physicians from industry, Addendum II, Opinion 8.061, Chicago, IL : AMA 1998 

8.6 Health Industry Practices That Create Conflicts of Interest: A Policy Proposal for Academic Medical Centers. Brennan T, Rothman D, Blank L, Blumenthal D, Chimonas S, Cohen J, Goldman J, Kassirer J, Kimball H, Naughton J, Smelser N, JAMA 2006; 429-433. 

8.7 PhRMA Code on interactions with healthcare professionals. www.phRMA.org 
8.8 Standard for Commercial Support, Accreditation Council for Continuing Medical Education, 2004 

POLICY AND PROCEDURE REGARDING SALES REPRESENTATIVES IN THE OPERATING ROOM
	
	Issued By:
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	Approved By:
	Effective Date:

	Subject: Sales representative in the operating room

	PURPOSE

It is the purpose of this policy to control the presence of people in patient care areas and to ensure the standards of a patient’s right to privacy, confidentiality, safety, and infection control protocols are upheld.

POLICY

The patient must be informed and give expressed consent for the sales representative to be in attendance while a procedure is being performed.  This can be documented in the surgeon’s discussion with the patient as outlined in the consent policy.

The presence of the sales representative requires approval by the physician of record, the administrative director of the operating room and the vice president of materials management, or his or her designee.

New Devices

1. The vice president of materials management will ensure that the device has U.S. Food and Drug Administration and Underwriter’s Laboratory approval. For the specific use intended.

2. The biomedical engineering department will check the equipment for electrical integrity and compatibility features

3. The department of plant operations shall check, as required, the capability of the existing circuitry to ensure adequate capacity.

4. The administrative director or designee will be responsible to orient the sales representatives to the policies and procedures of the medical cent to include infection control protocols, dress code, appropriate identification, and safety issues.

5. It shall be the responsibility of the sales representative to check and certify the functional integrity of the devices to be used prior to its use.

6. At all times, the sales representative shall observe the policies and procedures and the rules of conduct of the institution or be subject to immediate removal from the medical center.

7. At no time is the sales representative to touch or operate equipment or participate in any manner in the procedures, care and treatment of the patient other than in an advisory capacity.

8. At all times, the sales representative shall respect the patient’s privacy and confidentiality.

9. The sales representative’s presence on medical center premises shall be at his or her own risk, and he or she agrees to release the medical center from claims and liability to his her presence.

10. The company represented by the sales representative shall provide the vice president of materials management, or his or her designee, with a document which releases, indemnifies and defends the medical center from any claims associated with the presence of the sales representative or the device.

11. The sales representative agrees to confine his or her presence to the area approved, and not wander to any other area or solicit interest of others in the product he or she is marketing

12. Sales representative shall sign the Confidentially Release of Liability.

13. It is the responsibility o the sales representative to provide adequate training to the staff prior to use of the device. 
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POLICY NUMBER

Visitor/Observer Guidelines 

(Includes Sales Representatives)

EFFECTIVE DATE: _______
REVISION DATE: ______
REVIEW DATE: ___________


APPROVED BY: _________________________________________________________________
MAJOR ASPECT OF CARE:


Patient Safety & Privacy

OUTCOME STANDARD:

To provide safety and privacy for surgical patients when it is necessary to have a company representative or visitor present and when the representatives are seeking an audience with OR personnel.

I. PURPOSE:

To provide specific guidelines for company representative or visitor when they are needed to be present in OR suite.  Company representatives or visitors will only be present during a Value Analysis Team approved evaluation or at the physician’s request.  Having standard guidelines will prevent unauthorized representatives or visitors from entering the surgical suite to avoid accidental contamination or other safety / confidentiality violations to the surgical patient.
II.
POLICY:
In addition to the ORGANIZATION policy regarding Sales Representative Visitation and Practices this OR specific policy will act as a guideline for company representatives seeking an audience with OR personnel and/or acting as a consultant for their products in the OR suite and provide guidelines for visitors/observers.

A. For sales representatives, initial contact must be made with the OR Supply Coordinator.  The Coordinator will inform the representative of the Value Analysis Policy regarding new items.  The Supply Coordinator will evaluate all inquiries and relay any messages to appropriate personnel who will then, at their discretion, decide whether or not to see or talk with them.  Representatives will not contact other OR personnel directly. 
B. Walk-in sales representatives will not be seen unless present for an emergency surgical procedure.
C. All appointments should be made in advance.  Representatives must stop in the Materials Department first to sign in and then Emergency Control to obtain a nametag.  Any representative not having an appointment must ask Materials personnel to call the OR Supply Coordinator to get approval before going to the Operating Room.
D. Representatives and visitors will only be allowed in the OR with prior consent of the OR Manager and/or Assistant Manager, Surgical Services.
E. A Sales Representative Verification Packet and Education Module must be completed by the representative prior to entry into the OR suite.  This will be presented to the sales representative by the OR Supply Coordinator and maintained by the OR Assistant Manager.  Existing sales representatives must assure Verification Packet completion within 30 days of packet receipt.
F. Arrangements must be made in advance for scheduled cases.  The OR Assistant Manager and/or Charge Nurse will handle emergency cases needing company representative input.
G. The representative or visitor will check in with the OR Assistant Manager and/or Charge Nurse before entering the OR.
H. Verbal consent for the representative or visitor to be present must be obtained from the surgeon.  Prior to the surgical procedure in which a sales representative is present, s/he will meet with the surgeon to discuss what products or services will be required by the representative during the procedure.  The representative will assure provision of the proper materials agreed upon.
I. The representative will act in a support role only and may not participate in patient care or “scrub-in”.  Visitors may not participate in patient care or “scrub-in” unless they have prior Medical Affairs or Medical Staff approved credentialing.  The sales representative is an observer to provide verbal consultation outside the sterile field on the product in question.  During the surgical procedure the representative can instruct OR personnel regarding adjustment or functioning of equipment or hand supplies to the circulator but will not directly make adjustments to equipment or deliver supplies to the sterile field.  Once the surgical procedure is under way, the representative may not leave the room until completion except for emergency.
J. Representatives and visitors will be attired according to the organization’s  “dress code” policy and procedure.
K. Sales representatives or visitors may not approach other physicians while in the Operating Room.
L. Any instrumentation brought by the sales representative, unless an emergency, must arrive at the hospital early enough to be inspected, cleaned, wrapped and pre-vac sterilized.  After decontamination, the sales rep will be responsible for assembling the instrument trays before removal from the premises.
M. Outside baggage will not be brought into the OR suites or restricted areas.  Carts and un-sterile equipment must be wiped with a hospital approved disinfectant before entering the OR suite or restricted areas.  Electrical equipment must arrive in a timely manner for Biomedical Engineering to conduct a safety check before equipment will be permitted to enter the OR suite.
N. Only sales representative content that has been previously discussed and approved by the OR Manager and/or Assistant Manager, Surgical Services may be presented at OR in-service classes.
O. Prior to entry to the OR suite, the representative will complete the OR Safety Orientation Module and have signed the Organization’s confidentiality statement.
P. Visitors, who are under the age of 18 years, must present a release statement signed by their legal guardian or parent and Organization’s confidentiality statement prior to entry into the restricted area of the OR.
Q. For telephone calls unrelated to the procedure at hand, all company representatives must use hospital pay phone.
R. When in the OR for a specific procedure, the representative or visitor may wait in the OR lounge.  At all other times the representative must wait in the Surgery waiting room for his/her appointment.  Sales representatives are not permitted in the surgeon lounge.
S. At no time will a sales representative or visitor review, handle or inquire regarding the printed OR schedule surgical cases or patient names unrelated to the surgical procedure at hand.  Discussion of surgical cases, patient names, surgeons or nursing staff from other facilities regarding surgical procedures or events is not permitted.
T. Any member of the surgical team and/or patient may request that an observer/representative leave the room.
U. In general it is preferred that relatives of patients not be present during surgery unless there is extenuating circumstances as determined by the OR Manager and Chairman of Anesthesia or Surgery.  Patient consent to this affect will be signed in these cases.

III. DOCUMENTATION:
A. The OR Supply Coordinator and Assistant Manager, Surgery in collaboration with the OR Charge Nurse will assure completion and file maintenance of the Sales Representative Verification Packet and Education Module prior to entry into an OR suite.
B.  The Circulator will assure that sales representative or visitor name and credentials are documented in the case staff section of the OR nurse’s note.
C. Non-compliance with this policy by any representative, visitor or surgical team member will be documented and reported to OR management immediately and may result in the offending representative or visitor being banned from the OR.  Surgical team member violation of this policy will be dealt with through established disciplinary policies and by-laws governing the Organization’s employees and/or Medical staff.

Sales Representative Verification Packet

The sales representative will be responsible to work with their company HR and education department to provide the following items and/or provide attestation, acceptable to Organization’s, to be placed on file at Organization’s and will be responsible to maintain this file at Organization’s by providing annual updates as required and submission of continuous education certificates as earned throughout the year:

· Initial Back Ground Check

· Job Description

· Copy of college degree and/or college transcripts

· Evidence of Basic Orientation

· Evidence of Advance Product Education 

· Annual Competency Verification

· Evidence of Annual Tuberculosis Status

· Signed HIPPA Compliance Agreements

Sales Representative Educational Module

The self-learning module includes policies and procedures regarding the following:

· Representative Policies 

· Aseptic Technique

· Handwashing – hospital policy, not OR Scrub

· Proper Surgical Attire

· Back Safety

· Universal Precautions/Bloodborne Pathogens

· Fire Safety (Environment of Care)

· Electrical Safety

· Radiation Safety

· Traffic Patterns in the OR

A disclaimer attesting that you have read the module, understand the contents and agree to abide by it must be signed after completion of the module. 

	DEPARTMENT:  Surgical Services
	POLICY DESCRIPTION: Vendor Representative Policy and Procedure

	APPROVED: 


	POLICY NUMBER:  OR

	REVIEWED:  

	REPLACES POLICY DATED

	EFFECTIVE DATE:  



	SCOPE:  All Vendor and Manufacturer Representatives, and personnel.



	PURPOSE: 

1. To enhance security and patient confidentiality

2. To maintain control of all vendor representatives desiring access to the Operating Room 

3. facilities

4. To assure that unauthorized solicitation does not take place


5. To comply with all Organizational Integrity policies

6. To ensure patient safety
7. 

	POLICY:  
Vendor Representatives will comply with the policy on accessing patient care areas at the facilities, especially with regard to instrumentation and products used in the operating room. .  

	


1. SIGN IN PROCEDURE:

All vendors are required to adhere to the Vendor Visitation Policy, see “References” section of this policy.

Departments should be aware that they are not required to see vendors.

All departments must refuse to see any vendor not having a vendor pass. Vendors should be told to check in with Procurement immediately. If a vendor refuses to comply, call: Procurement: 7:30 - 4:30 Monday through Friday, (304)______.

Any vendor representative found in any area without proper authorization will be asked to leave at once.  Failure to do so may result in a Security Department escort off the premises. 

Under limited circumstances are vendor representatives permitted in the Nursing Units, the Emergency Room, Trauma Center, Specialty Care Areas, Operating Room Suites, Physician Staff Lounge, Outpatient Clinics or other patient treatment areas.  Vendor Representatives may be present in patient care areas only if escorted by management or designated staff, and if a prior appointment has been scheduled.

Exceptions
1. Exceptions from the check-in process may be granted for certain vendors. These may include, but are not limited to:

2. Retained attorneys

3. Administrative level consultants

4. Construction workers (report to Planning Design and Construction office)

5. Circumstances which require business representatives to visit other than normal duty hours require that the Vendor wear an issued Vendor Pass, an official company name badge, and sign in at the department.   Documentation covering each visit will be forwarded to Procurement    each Monday morning.  Requests for exception should be made to the Director of Procurement.   

Permanent vendor passes (green name tag) may be issued to established vendors at the request of a department manager and with the concurrence of the Director of Procurement.  This pass is only for access to the area specified.  Access to other areas will require a standard vendor pass.  Procurement is responsible to notify the vendors of this policy.

2. APPOINTMENTS:

a. Appointments made with attending medical staff must be scheduled through the physician’s private offices, and held away from the organization   

b. Any requests to meet with the O.R. Director or Managers must be processed through OR Administrative Assistant. Informal or “drop-in” visits are prohibited.

c. Meetings with Perioperative Nurse Clinician and Clinical Preceptors are scheduled by the clinicians.

3. VENDOR RESPONSIBILITIES:

Vendors are expected to present themselves in a professional and courteous manner.  

All vendors agree to the following guidelines when entering the Surgical Suites:

· Clean OR scrub suit worn with scrub top and ties tucked into pants.

· Scrub suits are not to be worn outside of the hospital building.

· No under apparel (turtlenecks, long sleeve shirts) that are visible outside the sleeves and neck of the scrub suit.

· Absolutely no cell phones in the semi restricted or restricted areas of the Surgical Suites.

· No detail bags/backpacks/suitcases are to be taken to the semi restricted or restricted areas (behind the line).

· All cloth hats must be covered with a disposable head covering provided by the organization.

· Masks must be worn up at all times in the semi restricted and restricted areas.

a. Inappropriate Vendor Actions:  

Certain actions are considered inappropriate for a vendor while at the facilities. These include, but are not limited to:

1. Going to any department without following Sign-In Procedures.

2. Not wearing a Vendor Pass identifying the department to be visited.

3. Appearing in any department without a pre-arranged appointment

4. Pre-arranged appointments in excess of four (4) hours per week are discouraged
5. Examining patient charts without express permission of the management personnel responsible for the chart, and when appropriate, patient consent.
6. Entering occupied patient rooms without express permission of the nursing management of the area involved.
7. Soliciting business from patients or non-management staff.

8. Performing any clinical function without the appropriate credentials.
9. Use of phones in departments to conduct non- business.  Pay phones are available in the public areas.
10. Removal of any equipment or products without prior approval by Materials Management and OR Management. 
11. Not adhering to the Vendor Policy.
12. Not adhering to the Perioperative Dress Policy.
13. Vendor must comply fully with the Gratuities Policy (III.130) in order to insure that no overture is made, or solicitation received, which can compromise hospital employees, the Vendor, or the interests of the organization.
14. All Vendors are required to adhere to the Business Associates Agreement as referenced in HIPPA rules and regulations.

b. Consequences of Policy Violation by a Vendor
The following are the steps to be taken in the event of violation of this policy by a vendor. The severity of any infraction may necessitate the skipping of certain steps. The Director of Procurement, or designee, is responsible for enforcement of these steps. 

1. Upon the first infraction, a letter of notification will be issued with a copy to the representative’s immediate supervisor.

2. Upon the second infraction, the representative shall be barred from the premises for a period of six (6) months.

4. SCRUBBING:


Scrubbing by Vendor Representatives is not allowed.
5. OBSERVATION OF SURGICAL PROCEDURES:


Observing shall be limited to the following:

Vendor representatives may be allowed to be present during a procedure only under the following guidelines:

a.
Vendor representatives must obtain a Surgical Vendor Pass from Procurement prior to entering the clinical area.

b.
The physician must notify the Nurse Manger or Administrator of the date, time and procedure for which the vendor representative will be present, and have completed the required approvals from the patient and provide such documentation to the OR Nurse Manager.

c.
Visits are limited to procedures by physician request.

d.
The vendor representative may act as a resource regarding the representative’s product ONLY and SHALL NOT scrub in or participate in patient care.

e.
The vendor representative may not handle stock products.

f.
The vendor representative must leave the facility upon completion of the scheduled procedure(s), following established Vendor Sign In-Sign Out policy.

g.
Any vendor representative in the unit for the first time must meet with the O.R. Nurse Manager or designee for completion of unit orientation.

It is the responsibility of the physician to obtain patient consent to the presence of medical observers or vendor representatives.  The Temporary Privileges to Observe Surgery form is processed through the Administrative Assistant of Operative Services.  This form is a permanent part of the medical record.  

6. NEW PRODUCTS AND PRODUCT SAMPLES:

a. All offers of samples and requests to provide samples of supplies shall be referred to committee for processing.  Devices or products furnished by the vendor representative shall have current (as applicable) FDA approval, be within the expiration date of the manufacturer, and shall be in a clean, sterile (as applicable) and unopened condition at the time it is brought into the hospital.

ALL TISSUE AND SYNTHETIC TISSUE PRODUCTS MUST COME THROUGH THE HOSPITAL DELIVERY SYSTEM AND FOLLOW TEMPERATURE AND HUMIDITY DOCUMETNATION REGULATIONS.

b. Any new product (supply, equipment, implant, etc.) offered for use in any Department must first be described on the Vendor Worksheet which must be signed by the Department Manager and then presented to the committee for processing.  If a product has not been previously approved, and does not have a Purchase Order   assigned, the product will not be processed for payment.  

c. The product may be subject to review and approval by the Value Analysis Committee prior to use.

Vendor Representatives may only discuss the attributes and specifications of the product(s) with clinical staff.   Any request to deliver or ship any product to the organization shall be directed through the Procurement Office. 

Any product supplied by the vendor on the day of the surgical procedure must have prior approval for use.  If the product has no prior approval, and does not have a Purchase Order assigned, the product will not be processed for payment.

7. EMERGENCY AFTER-HOURS AND WEEKEND LOANS:

a. Vendor Representatives who request to deliver an instrument set must 

Check with Director of Surgical Services 

1. All vendor delivered consignment products, special order implants/instrument sets and patient specific items must be delivered to either Sterile Processing or Coordinator, Special Materials. An inventory sheet must accompany these items and be verified with signature by a Sterile Processing staff member. All items must arrive by 3pm on the workday prior to surgery and then be picked up by 3pm the workday following the surgery.

2. Upon return of the set, the Representative and the Sterile Processing Technician or Coordinator, Special Materials will inventory the set to verify the set is complete.  Both will sign the reviewed inventory sheet as complete.

b. Vendor Representatives who request to borrow an instrument set must:
1. Get approval from the Lead Sterile Processing Technician.

2. Review the count sheet with Lead Sterile Processing Technician to verify the components of that set prior to its leaving the organization.

3. Vendor Representative will provide a copy of the inventoried count sheet to the Procurement Office (Coordinator, Special Materials) and to the Lead Sterile Processing Technician.

4. The set must be clean before it is returned to the organization.

5. Upon return of the set, Representative will meet with the Lead Sterile Processing Technician, review the count sheet, and verify all the appropriate components are clean and in the set.

8. DEMONSTRATIONS AND/OR EVALUATIONS:

a. All requests for demonstrations, testing and/or evaluations of supplies and equipment must be forwarded in writing to the Procurement Office for appropriate action.

b. All products left for evaluation/trial to be used in the Operating Room must have a no charge Purchase Order obtained from Coordinator, Special Materials.

9. QUOTATIONS:

The organization requires that all quotations MUST be submitted to the Procurement Office and requesting clinician.  Quotations presented to medical staff will not be accepted.
10. AGREEMENTS AND CONTRACTS

The Procurement Office Contract Agent has authority to sign written agreements and contracts after review by legal counsel.   No other physician, nursing or staff employees are authorized to enter into any agreement or contract.   Any agreement not authorized by the Procurement Office will be deemed invalid.

11. PRODUCT AND/OR EQUIPMENT REMOVAL

Medical equipment, instrumentation, and supply products shall not be removed from the premises without approval of the Procurement Office and the OR Management. 

VENDOR VISITATION

 

POLICY
 

Vendor representatives are welcome to visit the organization as long as they observe all procedures outlined below. The Confidentiality and Security Agreement will be posted in all areas that register vendor representatives.  Each vendor will be required to sign in and out utilizing the Visitor Register.  

  

PROCEDURE

 

A. Vendor representatives must have appointments before visiting hospital personnel. 

B. Vendor representatives must register before proceeding to their appointment(s) and sign out upon departure.

 

1. Vendor sales representatives are required to register with the organization Procurement between 7:30 a.m. and 4:30 p.m.  Off-hour visitation should be prescheduled.

2. Pharmaceutical Sales Representatives are required to register with Pharmaceutical Services, Monday to Friday, between 8:00 am to 5:00 pm.

3.  Information Technology vendors are required to register with Information Technology at the Elmer Prince Drive location.

4. Service representatives are required to register with Facilities Engineering Dispatch.  Service representatives working with hospital departments other than Facilities Engineering are required to register with Procurement.

5. Logs will be maintained for all vendor registrations.  The logs must document that the vendor representative has read and understood the Confidentiality and Security Agreement.

D. Vendor representatives must wear authorized badges while in the hospital.  Vendor representatives not wearing authorized badges will be required to leave the hospital premises immediately.

E.       Representatives will not be permitted in patient care areas unless escorted by authorized   

            personnel.

F. Any vendor who will be in an area where PHI exists must either be functioning under a Business Associate Agreement or sign a Vendor Confidentiality Agreement at the time of registration with Procurement, Pharmaceutical Services, Information Technology, or Facilities Engineering. 

F. Any product samples to be dispensed while within the hospital must be disclosed at the time of registration. 

G. The use of sample drugs at the organization is controlled through Pharmaceutical Services. 

H. All price quotations must be submitted to Procurement, Pharmacy, or IT as appropriate. 

I. Vendor representatives should park in the regular visitor lot. 

J.  Vendor representatives will be required to adhere to the Gratuities Policy concerning the provision of perishable items to departments.  Vendors will be provided a copy of the gratuities policy upon request. 

K. Any vendor who violates this Vendor Visitation Policy or the Gratuity Policy shall be subject to the following:

 

1.
Upon the first infraction, a letter of notification will be issued with a copy to the representative’s immediate supervisor.

 

2.
Upon the second infraction, the representative shall be barred from the hospital premises for a period of six (6) months. 

 L. Equipment for evaluation purposes may not be brought into the hospital for any reason without a purchase order issued for documentation purposes, with the evaluation period designated.

 

 

 

 

 

 

Application
Vendor Application

Company Name: ________________________________________________

Company Address: ______________________________________________

Follow the instructions and PRINT CLEARLY so the application can be accepted


        

Letters
STANDARDS OF CONDUCT

Dear Corporate Partner

This organization is dedicated to providing high quality health services in order to improve the health of the people in West Virginia.  A key element of this is having ethical standards and integrity.  We are committed to achieving our purpose in full compliance with our values as well as all applicable laws.  

The Standards of Conduct create a uniform code and are guidelines to clarify specific ethical questions that may arise in the course of your work.  Please become familiar with the basic concepts outlined in the Standards of Conduct.  If any aspect of the Standards of Conduct is unclear to you or if you have questions or concerns about a situation you are facing, I hope you will feel comfortable discussing your questions and concerns with your supervisor or senior management.  If you do not wish to do so or if your supervisor/senior management is not able to address your issue, you may call the Corporate Compliance Officer.

We are committed to honoring the community’s trust at our organization and are asking you to partner with us in maintaining our uncompromising values.

Sincerely, 

Organization designee signature

TO OUR SALES REPRESENTATIVES
Dear Vendor:

The packet you are receiving with this letter includes our Vendor Policy, the Corporate Compliance Vendor Certification form, and a letter with accompanying campus map that addresses hospital parking.

It is imperative that you comply with the policies and directives of the organization at all times.  As noted in the policy, all vendor representatives seeking contact with hospital personnel (with the exception of Pharmacy and Food Service Departments) are required to register with the Purchasing Department.  Pharmacy and Food Service vendor representatives may go directly to those departments where you will be required to properly register.  Vendors registering in Purchasing and/or Pharmacy will be issued and must wear (display) a vendors pass in addition to any company ID you may be wearing.  The hospital vendors pass will be valid for one (1) day only.  Security and other personnel will be monitoring the activities of vendor representatives to determine if the policy is being followed.

The organization always expects to achieve the best possible pricing for products and/or services from your company by utilizing the appropriate group purchasing contract, Premier or Amerinet.  When a group contract does not cover a particular product, an individual contract must be negotiated and put in place promptly.  When a product we currently purchase becomes available with better contract and/or tier pricing, you are expected to advise us immediately of the improved pricing.  We want to remain confident that you, as our liaison with your company, will inform us of the best product pricing available to us at all times.

Thank you in advance for your cooperation.  If you have any questions, feel free to contact me at (304).

Sincerely,

Purchasing Manager

November 7, 2008
To all departments:

It has been brought to my attention that on occasion vendor sales representatives have visited the organization departments without the proper authorization/vendor pass from the Purchasing Department.  

Please contact me immediately if there is a vendor representative visiting your floor without the proper authorization and vendor pass, per our hospital policy.  This policy is very specific regarding vendor visitation guidelines.  Each vendor representative must check in with the Purchasing Department before they call on any hospital department.  The only exception to this is for Pharmacy and Food Service Departments, which maintain their own vendor policies.

When a vendor representative wants to call on a specific hospital departmental staff member, they must check in with the Purchasing Department.  The Purchasing Receptionist will immediately call the department staff to confirm the vendor representative’s appointment.  When the appointment is authorized, the vendor will be given a vendor pass that is dated for that particular day and will list the name of the departmental staff he/she is visiting.  The representative is instructed to turn in the pass, and sign out on our register when their visit is completed with the particular department they are visiting.  Vendor representatives are not permitted in any areas of the hospital unless given approval by the Purchasing Department.

I appreciate your cooperation with this issue.  If you have any questions, please let me know.   

Thank you

Purchasing Manager

DATE:

TO:

FROM:

SUBJECT:

This organization requires vendor representatives and agents seeking access to be properly credentialed.  To become credentialed a representative must complete the online credentialing form, read the policies and procedures, and submit an annual $250 credentialing fee.  The fee supports the application processing, background/OIG check, and vendor badges issued upon each visit once the credentialing process has been completed.

All vendor representative and agents visiting the campus will be required to be credentialed and to use the appropriate vendor ID badge each time they enter the facility.  If the vendor is not credentialed or does not have an appropriate badge he/she will be denied access to the facility.

Enclosed in this packet is 

1. Vendor management policy

2. Standards of conduct

3. Liability for False or Fraudulent Claims

Actions required by vendors:

1. Review and fully understand all vendor management related policies

2. Pay credentialing fee 

3. After payment has been made all new representatives must visit the Material Management Department to receive a vendor ID badge.

New vendor representatives’ will be credentialed as they are assigned to the organization accounts. Credentialing payments are due prior to being granted access to the organization.  No refunds or credits will be issued for terminated or reassigned representatives.

Thank you, as always, for your continued support.
March 18, 2008

Dear Sales Representative, 

Thank you for the great services that your company and you provide to our staff and surgeons.  The Operating Room staff has requested that I review and reinforce a few of our policies and procedures with you so that we are working as a team.

In regard to any new product, implantable, supply or equipment request from staff or surgeons, it must first go through the value analysis process before it is placed in our hospital stock.  Before use in the operating room, this includes a presentation of the item to the clinical management team and/or administrative team including cost analysis to the organization.  If approved for use at this phase, the manufacturer or distributor provides staff education and it is implemented for evaluation to observe actual outcomes and evaluation feedback using formal survey tools.    If the item is clinically acceptable, it is then presented to the organization for final approval or rejection.  Once organization approves an item after evaluation, the mechanism to stock and bill the patient is established by Materials Management.  Then the item moves from evaluation status to in-stock status with the ability to properly inventory, bill the patient if determined to be a billable item and set up vendor account for payment.

When you provide guidance, consultation or advice to the surgeon or surgical staff during a surgical procedure, please utilize a pointer device so as not to cross over the sterile field.  A laser pointer can be signed out for use from the OR front desk should you not have your own.

Lastly, only medical staff credentialed or hospital employed personnel with the proper training are permitted to attach or adjust surgical equipment that touches the surgical patient.  This is why advanced planning and staff training must be accomplished prior to the introduction of any new items to the surgical arena.  In addition, sales representatives are not permitted to deliver a sterile item to the surgical field.  Verification of item size and description can be completed between the sterile field, circulator and the sales representative as part of consultation services but actual delivery of a sterile item to the field must be performed by medical staff credentialed or hospital employed personnel only.

Please follow these processes to assure patient safety and compliance with hospital policy and procedure.  If there are any doubts or questions related to a new item or supply that a surgeon or staff is requesting for use on a case at the organization, please do not hesitate to call the appropriate person, in the organization.  Again, thank you for your invaluable service and I look forward to working with you for many years to come.

Sincerely,

Director, Surgical Services

Dear Sales Representative:

The January 2007 the JC Refreshed Core includes revisions in the Elements of Performance (EP) for Human Resources Standard HR.1.20 that requires your attention and any appropriate action. NOTE: [EPs 11 and 12 apply to staff other than physician assistants and advanced practice registered nurses (APRNs)]

HR.1.20 EP 11 states: Prior to the provision of care, treatment or services, the qualifications and competence of a non-employee individual, brought into the hospital by a licensed independent practitioner to provide care, treatment or services within the scope of the hospital’s services are assessed by the hospital and determined to be commensurate with the qualifications and competence required of the individual were to be employed by the hospital to perform the same or similar services.

Note:  When the service provided by the individual is not currently performed by anyone employed by the hospital, it is the leadership’s responsibility to consult the appropriate professional organization guidelines with respect to expectations for credentials and competence.

HR.1.20 EP 12 states: The hospital reviews the qualifications, performance, and competence of each employee individual brought into the hospital by a licensed independent practitioner to provide care, treatment, or services at the same frequency as individuals employed by the hospital.

To provide compliance with this JCAHO standard, Organization’s, Inc. will require, effective immediately, each sales representative to work with their company Human Resources and Education department to provide the following items and/or provide attestation, acceptable to Organization’s, Inc., to be placed on file at Organization’s and the sales representative will be responsible to maintain this file at Organization’s, Inc. by providing annual updates as required and submission of continuous education certificates as earned throughout the year:
· Initial Back Ground Check

· Job Description

· Copy of highest educational degree and/or school transcripts

· Evidence of Basic Company Orientation

· Evidence of Advance Company Product Education 

· Signed HIPPA Compliance Agreements

· Annual Company Competency Verification

· Evidence of Annual Tuberculosis Status

Please submit all items requested in a confidential envelope addressed to me within 30 days of notice or you may fax to my attention at 304. _____.  I apologize for any inconvenience this request may cause.  Thank you in advance for your cooperation and please contact me at 304. _____ should you have any questions.

Sincerely,

Director, Surgical Services
Date:  __________________

To:     Vendors supplying products and services to the Perioperative Services

Re:      Nonstock Implants and Patient specific item process 

The organization goal is to provide a partnership with our Vendors in the areas of responsiveness, communication, documentation and service.  It is a two-way commitment that we wish to uphold.  


Vendors can expect the organization to assist with the following:

· Placement and tracking of implant purchase order requisitions

· Questions related to implant inventory and reconciliation with vendor records

· Receiving and return of special order implants and instrument sets, human tissue products (including allografts)

Effective ____________, all implant and patient specific purchase order requisitions must be submitted through ______for the Vendor to receive reimbursement.  If for some reason, you receive a request from a surgeon or OR staff member, we ask that you immediately call _______ at 304/. 


All vendor delivered consignment products, special order implants/instrument sets and patient specific items must be delivered to either Sterile Processing or _________   an inventory sheet must accompany these items and be verified with signature by ________ or a Sterile Processing staff member.  

All items must arrive by 3pm of the workday prior to surgery and then be picked up by 3pm the workday following surgery.

For proper billing/verification:

· Vendors must obtain confirmation with signature from the RN Circulator in the OR Suite.  OR Record must match Vendor utilization record.

· Vendors must deliver utilization record, including pricing, to biller’s office 

· Once billing is complete (day of surgery or by 3p workday following surgery), billers will verify utilization record with signature and forward to ________ for generation of payment for PO.

All implants and patient specific items >$1,000 (that have not been previously ordered), must be approved through ________.  
Vendor is responsible for recall notice of devices.
Effective ___________, financial reimbursement to vendors will not occur for processes deviating from those outlined above.  

Forms
Certification and Acknowledgement

I have received and I will read the organization Standards of Conduct.  I understand that the Standards of Conduct apply to my contractual relationship and that following all laws, regulations, polices and the Standards of Conduct is a condition of that relationship.  I will seek advice from Corporate Compliance Officer with any compliance questions or issues.

My signature means that I have receive the organization Standards of Conduct dated ______, and that I acknowledge that it is my responsibility to read and comply with the procedures and policies set forth in the Standards.

Signature

Printed Name

Company Name

Company Address

Date

VENDOR PACKET

To Our Sales Representatives

The Purchasing Department Vendor Packet contains the following materials:

Letter to Our Vendor Representatives

Hospital Purchasing Policy

Corporate Compliance Vendor Certification

Upon receiving the Vendor Packet, complete the information requested below.  You are also required to sign the Corporate Compliance Vendor Certification document and leave it with the Purchasing Department.  A copy of the Certification page is available on request.  Thank you.  

Todd Riley, Purchasing Manager

I have received the Vendor Packet containing the documents listed above.

	Vendor Name
	Vendor Representative
	Phone Number
	Date Packet Received

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	


Visitor/Observer (Sales Representative) Educational Module & Attestation

The self-learning module includes policies and procedures regarding the following:

· Sales Representative Policies (only applicable to sales representatives) 

· Aseptic Technique

· Hand washing – hospital policy, not OR Scrub

· Surgical Dress Code

· Back & Body Mechanics Safety 

· Universal Precautions/Blood borne Pathogens

· Fire Safety (Environment of Care)

· Electrical Safety

· Radiation Safety

· Traffic Patterns in the OR

· Organization’s, Inc. HIPAA Confidentiality Policy

· Reads and signs the Organization’s, Inc. Confidentiality & Security Agreement 

	School
	School Name/Address
	Major
	Yrs. Completed
	Degree/Diploma

	High School
	
	
	
	

	College
	
	
	
	

	Technical School
	
	
	
	

	Other
	
	
	
	


I, (print name) attest that I have read the above policies and procedures and fully understand all of its terms, and I expressly agree to comply with all its terms.  Furthermore, (applicable to sales representatives only) I attest to the fact that I am fully educated and competent regarding the products that I provide to the organization. From my company and will provide proper guidance, consultation and education to staff and its affiliates.  I certify that the information given by me in this attestation is true and complete to the best of my knowledge.

Visitor/Observer (Sales Representative) Signature:


Witness Signature: 


Date:

Request for Sales Representative in the Operating Room
	Date
	Vendor
	Sales Rep.
	Requestor
	Device
	Materials Mgt.
	Biomed 
	Plant Operations
	Confidentiality
	ID
	Orientation (sales rep)
	Orientation Staff

	
	
	
	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	
	
	
	


DRUG SAMPLE LOG-IN FORM 
(Use Separate Sheet for each Drug/Strength)

DRUG/STRENGTH ______________________________________________________

MANUFACTURER_______________________________________________________
	DATE
	QUANTITY
	LOT NUMBER
	EXP. DATE
	AREA/DEPARTMENT

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	


DRUG SAMPLE SIGN-IN FORM 
(Use Separate Sheet for each Drug/Strength)

DRUG/STRENGTH _____________________________________________________

	DATE
	PATIENT’S NAME
	LOT NUMBER
	AMOUNT GIVEN
	CPC DECLINED*
(YES OR NO)
	STAFF INITIALS

	
	
	
	
	
	

	
	
	
	
	
	

	
	
	
	
	
	

	
	
	
	
	
	

	
	
	
	
	
	

	
	
	
	
	
	

	
	
	
	
	
	

	
	
	
	
	
	

	
	
	
	
	
	

	
	
	
	
	
	

	
	
	
	
	
	

	
	
	
	
	
	

	
	
	
	
	
	

	
	
	
	
	
	

	
	
	
	
	
	

	
	
	
	
	
	


ATTENTION!

ALL COMPANY REPS

[image: image2.wmf][image: image3.wmf]
Please stop at the desk.

(The secretary will contact the person/persons you have an 

appointment with)

Thank you,

OR Management
Sales Representative Operating Room Quality Assurance Form

I the undersigned agree to adhere to the following will at this organization.

Clean OR Scrub Suit

OR Scrub Top is tucked in

No undershirts/long sleeve shirts that stick out from scrub top

No Cell Phones in Operating Room

No Bags/backpacks behind the line

Masks up at all times when behind the line

No Cloth hats unless they are covered with a disposable hat

Signed: _________________________________________

Date: ___________________________________________

Certification and Acknowledgement 

I have received and I will read the organization Standards of Conduct. I understand that the Standards of Conduct apply to my contractual relationship and that following all laws, regulations, policies and the Standards of Conduct is a condition of that relationship. I will seek advice from my supervisor, another manager, a Human Resources representative, or the Corporate Compliance Officer.

My signature means that I have received the organization Standards of Conduct dated ______, and that I acknowledge that it is my responsibility to read and comply with the procedures and policies set forth in the Standards. 

Signature Employee Number/Tax I.D. Number 

Printed Name Company/Organization Name 

Position Division/Department 

Date 

Purchasing Department

Vendor Representative Log
	Date
	Name

Signature
	Company
	Wish to Visit
	Purpose of Visit
	Time

IN
	Time

OUT
	Purchasing Use Only Visit Authorized by

	
	
	
	Person
	Department
	Appointment
	Service What Equipment
	Present What Product
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	No
	
	
	
	
	

	
	
	
	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	
	
	
	


Orientation Packet
VENDOR REPRESENTATIVES

IN THE

OPERATING ROOM 

Orientation Packet
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Attachment: Vendor Agreement 

Objectives

Following completion of the self-directed learning module, the Vendor will be able to:
1. Identify various areas within the surgical suite, (e.g., restricted, semi-restricted and unrestricted).

2. Describe proper surgical attire.

3. Describe proper handwashing technique and its importance.

4. Compare and contrast the communicability of HIV and HBV.

5. Describe steps to follow during a fire in the Operating Room.

6. Describe basic procedure during electrical outage.

7. Describe the proper behaviors for maintaining patient confidentiality.

8. Explain how to check into the Operating Room.

9. Describe how loaner items should be checked into the Operating Room.

10. Clarify how new items are to be brought into the Operating Room.

Instructions

This self-directed learning module is designed for easy progression through the sections without assistance from perioperative personnel.

Please complete the Vendor Agreement form at the end and deliver it, along with results of your most recent TB test to the Materials Management Purchasing Buyer.

For access to the Operating Rooms at the organization, the requirements stated above must be completed prior to your next visit or before a procedure involvement.

I. PHYSICAL ENVIRONMENT

A. Zones: Operating suites are designed with successively more restricted zones. The closer you get to the actual operating room (OR), the more restricted the zone.
1. In unrestricted zones, authorized personnel may work and wear street clothing. Shipping cardboard may be found in this area. This area includes outer hallways, dressing rooms, and bulk storage rooms.

2. 
In semi-restricted zones, OR personnel wear scrubs, hairs covers, and have the option of wearing shoe  covers. No shipping cardboard may enter this area. Only freshly laundered scrubs and covered scrubs are allowed in this area. This area includes the hallways around the OR’s, decontamination areas, and the scrub sinks.

3.  
In restricted zones, personnel wear close-fitting masks at all times in addition to the other surgical attire. 
This area includes OR’s and sub-sterile rooms between OR’s.

B. 
Personnel in The Room

1. 
At the patient’s head: the anesthesiology resident & anesthesiology attending have the responsibility for maintaining the patient’s airway, for monitoring and managing the patient’s vital signs, for maintaining the patient’s analgesia, and for administering fluids.

2. 
The circulating nurse is in charge of the room: She/he has the responsibility to assess the patient’s   needs, to function as the patient’s advocate and to anticipate the needs of the surgical and anesthesia teams. The circulator also communicates with other departments to ensure that all necessary supplies and equipment are at hand.
3. 
Within the sterile field there may be a number of persons; the surgeon, assisting surgeon, other 
assistants, and scrub personnel. Assisting surgeons are frequently resident by physicians or physicians in fellowships. Medical students may also be in the sterile field, as may nursing students, surgical technology students, and other trainees.

4. 
Outside of the sterile field: X-ray technicians, perfusionists, respiratory therapists, representatives from OR, and observers. 

II. ASEPTIC TECHNIQUE
Aseptic technique (procedures used to maintain sterility or prevent contamination) is essential in all OR’s. If breached, the consequences can be far-reaching and potentially devastating to the patient. The patient is particularly at risk for invasion of exogenous bacterial infections because the most significant protective  barrier (the skin) is interrupted during surgery.

When there is a breach in aseptic technique or when it is noticed that instruments are contaminated, it must be reported so corrective action can take place immediately, regardless of personal consequences or embarrassment. A delay in reporting such incidents unnecessarily places the patient at great risk. Placing of the patient's well being above personal/professional embarrassment demonstrates good surgical conscience.

A. Sterile Versus Non-Sterile Personnel: Surgeons, assistants, and perioperative personnel who have performed a surgical hand scrub and donned sterile gowns and gloves should be considered sterile. Care must be taken to avoid inadvertent contamination of these team members. The surgical gown is considered sterile in the front from axilla to waist level, from hands to just above elbows and from side to side. Although the back of the gown is considered unsterile, it is poor technique and inappropriate to touch a scrubbed team member on the shoulder or back. If you need to gain the attention of the surgeon or member of the sterile team, it is highly recommended that you enlist the assistance of the circulating nurse. Non-scrubbed personnel in the room include the anesthesiologist or nurse anesthetist and the

circulating nurse. All are typically dressed in the standard surgical attire of scrub pants,

top and warm up jacket.

B. 
Sterile Field: The sterile field consists of those areas in the operating suite that are

covered with sterile drapes as well as personnel wearing sterile gowns. Sterile fields

are set up and maintained under well-defined rules that everyone who enters the OR

must understand and follow. Sterile fields may be blue, green, or white in appearance.

Clear plastic bags may be used to drape equipment such as microscopes, saline

slush/warming machines, and fluoroscopy units. It is best to be aware of your location

(360o around you) and ask before you touch anything or back into something.

Generally speaking, the sterile field includes:

· the patient

· the back table

· the Mayo stand

· the microscope, C-Arm, slush machine, or other draped equipment

· radiological equipment

· the surgeon, assistant, & scrub person

The personnel in the room constantly monitor the sterile field. You should maintain an area around the sterile field of no less than one foot. Don’t reach over, touch, or pass closely by any sterile field at any time. All items within the sterile field should be sterile. All items placed upon or within the sterile field should be sterile. When presenting items to the sterile field there are a variety of things to be checked, proper packaging, package integrity, and sterile indicators are a few.

Although presentation of supplies to the sterile field is not a difficult skill to master, it is one that requires practice to become proficient. The sales representatives will not engage in this activity.

C. Talking in the Surgical Suite: Keep conversation to a minimum. Nosocomial infections of  nasopharynx origin are common surgical site infections. Talking in the surgical suite should be kept to conversations that are pertinent and essential. The patient should always be the focus of your attention. During induction of and emergence from anesthesia, it is always courteous to the anesthesia provider and the patient to refrain from talking. There have been studies that indicate patients may experience some awareness while under anesthesia. This is one reason why conversations within the surgical suite should be pertinent, essential, and always professional. Another reason talking should be kept to a minimum is the surgical mask itself. Once saturated with moisture, the mask lacks effective filtration properties. Human breath is laden with moisture that is expelled while breathing, talking, sneezing, and coughing. The mask is a protective barrier that benefits both the wearer and the patient, when worn properly.  Masks are covered more in-depth in the Surgical Attire section of this module.

D. Traffic Patterns: Movement in and around the surgical suite should be limited to that which is absolutely necessary. Air turbulence is created with movement that in turn increases the likelihood of bacterial fallout from the skin and lint from draping materials to contaminate the sterile field and wound. Shaking of items should not be done in an OR environment.

When it is necessary to move around a functioning OR, you should face the sterile field

at all times. One should never take a pathway between two sterile fields. It is the responsibility of the entire surgical team to monitor and protect the sterile field and the integrity of the room. Entry into and exit from a surgical room should be done only when absolutely necessary.

Vendors: Once inside the OR, the circulating nurse will show you where to stand. Please stay where directed in order to avoid contamination of the sterile field.

E. Ventilation, Temperature, and Humidity: OR’s are held to extremely high standards when it comes to ventilation. A typical surgery suite employs a sophisticated ventilation system. The air is filtered prior to return into the room for ultra clean air. Surgical suites also are equipped with a positive air pressure environment. Thus, when a door that leads out of the surgical suite is opened to the main corridor or a sub-sterile room, the air within the surgical suite is pushed out to prevent less clean air from entering the suite. Therefore, it is important that the doors remain closed except when patients or equipment are moving in or out. Typically you will find OR’s anywhere from 65-75 degrees Fahrenheit and 45%-60% humidity. The level of comfort for the scrubbed personnel versus the safety of the patient is a challenge. An environment that is too cold would subject the patient to increased potential for hypothermia. An environment that has too much humidity (moisture in the air) can affect the sterility of packaged items. There are guidelines set dictating ranges for temperature, humidity, and air exchanges in surgical suites, it is important that they are followed.

III. SURGICAL ATTIRE: 
Surgical attire is multipurpose. Not only do OR personnel wear surgical suits, gowns, and masks, they also wear sterile gloves and eyewear to protect against transmission of blood borne pathogens and other hazardous materials.

A. 
Scrub Suit: The standard scrub suit consists of a two-piece pantsuit made of a closely woven fabric. Attempts should be made to ensure the scrub attire stay as clean as possible while donning the suit. Scrub pants with draw string ties should have the ties tucked in. Long sleeved jackets should be worn by non-scrubbed personnel and be snapped closed when in the OR. These practices will lessen the likelihood of contaminating the sterile field when moving near it. Long sleeved jackets are also useful for non-scrubbed personnel to keep warm.

B. 
Hair Coverings: Hair coverings come in a variety of styles. The most prudent one to wear is the bouffant type hair covering. Shedding hair and dandruff can be a major source of bacteria in the environment, therefore, all hair should be covered. Hair coverings are required when entering a semi-restricted area of the OR. A hood may be necessary to confine and contain the hair. Persons with beards should cover facial hair.

C. 
Shoe Covers: Historically, the purpose of shoe covers was to keep the shoes of the surgical team clean and reduce the tracking of blood throughout the surgical suite. In today's environment of deadly blood borne pathogens, the shoe cover has taken on an additional significance, that of personal protective equipment (PPE). Shoe covers are optional in the surgical arena. This means the responsibility of self-protection has fallen on the individual team member. It is highly recommended that all components of protective attire be worn when the risk of exposure to blood and or body fluids is likely. Please remember to remove shoe covers before leaving the OR arena.

D. 
Masks: Masks are required in restricted areas of the OR when sterile supplies are open. To don a mask properly the fit should be snug. The top tie should be tied high up on the back of the head and the lower ties should be tied at the base of the neck. There should be a no gapping on the sides of the mask. Gapping allows respiratory contaminants to escape, unfiltered, into the clean surgical environment. Respiratory contaminants increase a patient's risk to post surgical wound infection. Masks are not to be left hanging around the neck, placed on top of the head or stored in a pocket for future use. Once worn, masks are contaminated with respiratory expiration and should be discarded. The life of a mask is limited to approximately 1½ to 2 hours. The mask should be changed after each case or when soiled. When removing a mask, handle it by the strings only. Immediately wash hands after handling a soiled mask to avoid cross contamination of patients, staff members and equipment.

E. 
Jewelry: It is preferable that all jewelry be removed prior to entering the OR. Rings, watches and bracelets can harbor harmful microorganisms. The only allowable jewelry is a watch and wedding band; any earrings should be small and completely covered at all times by the hair cover. There should be no dangling jewelry outside of the scrub suit. It is not recommended practice to attach jewelry to the exterior of the scrub suit. This creates the possibility of the item falling into the sterile field.

F. 
Vendor Identification & Dress: 

Change into scrub clothing and fold your clothing or hang-up on hangers, if any are available. Put on a hair cover (and shoe covers if desired). Surgical masks are located in the scrub sink areas, next to the OR suite doors. There will probably NOT be available locker space in the dressing rooms, so it is best to leave purses and backpacks at home, as well as any jewelry or expensive clothing. Theft of clothing and other articles has been known to occur. Scrub clothing has limited pocket space Wear your OR and Vendor Pass on your scrubs. It is also recommended that you wear your name tag so your name can be read. Scrubs are not to be worn outside the facility. Cover gowns are not required within the facility.

IV. POTENTIAL HAZARDS IN THE OPERATING ROOM

A. Fire: Equipment used on a routine basis during a surgical procedure can be a source of possible combustion, given the oxygen-enriched atmosphere. Although fire in the OR is a rare occurrence, it is always a possibility. The code that you will hear announced in situations of a fire is “Code Red.”

B. R.A.C.E.: If a fire should start in the surgical suite, the first concern is always for the safety of human life, the patient's, visitors, and OR personnel. You may or may not be directly involved in the rescue of patients or personnel. However, preparation for emergency situations is necessary. The R.A.C.E. mnemonic may help prevent panic by aiding memory for effective steps to a fire emergency.

R - Rescue those in immediate danger

A - Activate the nearest fire alarm

C - Confine and contain the fire, if possible, without endangering yourself or others

E - Evacuate the room, area, floor or department

If deemed necessary, the patient should be removed from the room. Due to the

production of toxic gases from burning materials in the OR, time is essential. If the

patient is under anesthesia, the entire OR table should be moved to prevent injury to the

patient and staff.

Know the locations of all fire alarms within the department and where the nearest alarm is to your location. Should a fire break out within your surgical suite, you can be of great assistance by simply initiating the fire alarm or dialing 911. Fire alarms go directly to the fire department, thus allowing them to know the exact location of the fire within the hospital.

It is preferable, but not always possible, to extinguish the fire in the room. You may be asked to participate in the following: Activate the fire alarm to notify the fire department or call 911. You may also be requested to notify the front desk. Obtain the fire extinguisher nearest to the room. Always know where the closest fire extinguisher is to your location. Proper application of the device is imperative to the personal safety of the operator and other personnel within the vicinity. 
Another mnemonic to help with this is PASS.

P - Pull the pin from the handle

A - Aim the delivery device at the base of the flame

S - Squeeze the handle of the fire extinguisher

S - Sweep. Deliver the contents of the extinguisher in a sweeping motion over the base (bottom) of the fire. Incorrect application may cause the fire to splash back and injure the operator of the fire extinguisher. Once evacuated from the room, close the door. If the fire is too large to be extinguished with a fire extinguisher, smoke and fumes will likely seep out into the common OR corridor. This may require the evacuation of the department. Know the quickest way out of the department and out of the building. You should not bring in supplies and place them where they would block an exit.

C. Laser Safety: Lasers are used in a variety of surgical procedures. Generally, the atmosphere in a laser case is one of extreme caution. Many safety procedures are meticulously followed. The facility will provide you with laser safety glasses or goggles to wear while attending a surgical case that involves laser. Regular prescription glasses do not have the necessary wavelength protection to adequately protect your eyes from damage and should not be relied upon for protection. The possibility of stray laser beams damaging your skin does exist. Wearing a long sleeved warm-up jacket will help in this area. High filtration surgical masks, specific for laser use, are available. Stray laser beams can create a fire hazard. When not in use the laser is on stand by. You will hear the circulating nurse, scrub person and surgeon communicating the status of the laser frequently during the case. The surgical team is constantly monitoring the field and the room for possible hazards.

D. 
Electrical Safety: Just about every device used in the OR is electrical. With so much equipment in operation at one time, the source and type of system becomes important. The length of the electrical cords also is an important safety feature. Electrical cords should be contained and should not be attached to extensions if at all possible. Within OR’s are line isolation monitors (LIM). Their purpose is to continuously monitor the relation between the capacity and resistance in the two lines and the ground. Therefore, should degradation of electrical equipment used with an isolated electrical system occur and leakage of current goes to ground, the LIM warning system will alarm. This warning alerts OR personnel to a potentially dangerous situation. Generally, the initial course of action is to unplug the last piece of equipment plugged in. If this is unknown, equipment is unplugged in a systematic fashion until the offending article is located. If the offending article happens to be a piece of equipment you are demonstrating, try another plug. If it is the outlet, your equipment will work satisfactorily in another one. If your equipment is faulty, the LIM will alarm. The article is then removed from service until the biomedical engineers can examine it and make needed repairs. Faulty outlets require maintenance to make the necessary repairs. Until this has been accomplished the outlet will be tagged as "Out of Order" to prevent inadvertent usage while faulty.

Assure the integrity of your equipment prior to in-service and operation within the department. It is expected that equipment is delivered in proper condition to perform properly and safely. Cords and plugs should be intact without evidence of fraying. Check the plug/outlet compatibility. If you need an adapter, the OR staff must be informed of this in advance of your arrival. All equipment must be checked by the Biomedical Department before being brought to the OR. Each time the equipment leaves the hospital property it is to be rechecked. Biomed hours are from 7:00 to 3:30 M-F. After hours Biomed clearance necessitates calling in a technician and it is preferred that items be inspected during normal working hours. Biomed will affix a sticker to the equipment to communicate that it has been checked and is acceptable to use.

E. 
Electrical Outages: Electrical outages in the hospital setting can be quite disruptive. The hospital has a back-up generator(s) for emergency electrical supply. When there is an interruption of the commercial electrical supply to the hospital, the generator automatically begins supplying electricity within 10 seconds. The generator will continue supplying energy until commercial power is restored. During the period before the generator kicks in, it is important to refrain from movement. Doing so could result in injury or contamination of the sterile field

F. 
Miscellaneous Safety: There are many structural and equipment hazards in an OR. IV poles, prep stands, air hoses (attached to wall, ceiling, or tank source), electrical cords, lifts/steps/stools/ stands, electrical and medical gas booms that hang from the ceiling, etc. can create hazardous surroundings for visitors of the OR. For this reason you must be aware of your surroundings at all times.

V. RADIATION SAFETY:
Radiography is common in the OR setting. X-rays are utilized frequently to visualize structures within the body that cannot be seen without assistance. Cumulative effects of radiation exposure have been linked to a variety of health problems and birth defects, radiation has the ability to modify molecules at the cellular level. To lessen your likelihood of over or inadvertent exposure to radiation remember that time, distance, and shielding are all factors to be considered. All precautions from hazards of radiation exposure must be observed when x-rays are taken, fluoroscopy is used, or during implantation of radioactive material.

Time - Length of exposure is always a determining factor for risk. Whenever possible, limit your time to radiation exposure. If this is not possible, attempt to employ the following two factors; both reduce exposure significantly.

Distance - Radiation scatters when it hits the patient but only travels a short distance. There is a significant exponential decrease in radiation exposure with increased distance.

Shielding - When you know you are going to participate in a surgical procedure that involves radiation exposure (x-rays or fluoroscopy), it is important to wear a lead apron or other supplied shields. When exposed to radiation, you should always face the source. This will provide the maximum amount of protection that the lead apron has to offer. Lead absorbs approximately 95%-99% of the scattered radiation and is an excellent source of protection. Lead doors are used in the OR. During cases that require x-rays, staff members may stand behind the lead door for protection from radiation. It is not recommended that sterile personnel leave the surgical suite because of decreased air quality outside the room.

VI. HANDWASHING: 
Handwashing is the single most important thing you can do to ensure the best patient outcome and maintain your own health. The majority of hospital acquired (nosocomial) infections could be eliminated with effective hand washing techniques. All persons entering the surgical suite should wash their hands thoroughly. Everyone carries with them resident microorganisms. These microorganisms have seated themselves not only on the surface of our skin, but also securely in the deep epidermal layers of our skin. Although they may not be harmful to us, they can be devastating to another person if transmitted.

Abrasions and cuts on the skin create an optimal environment for infection if not cared for properly. All cuts and abrasions should be covered with an occlusive dressing prior to entering the OR. Individuals with infected cuts, lesions, lacerations, etc. should not be permitted into the OR.

To minimize the potential for retention of harmful microorganisms on your skin, wash regularly. The Centers for Disease Control (CDC) has issued guidelines for hand washing. Although basically common sense, they are good rules of thumb to follow.

Wash your hands:

· prior to and after using the restroom

· prior to and after eating

· prior to and after smoking or blowing your nose

· prior to entering the OR and after leaving the OR following removal of gloves: the integrity of nonsterile exam gloves and sterile surgical gloves are not, nor do they claim to be, 100% free of breaks or holes.

A. 
Handwashing Technique: To properly wash your hands, complete the following steps:

1. 
Wet hands and as much exposed arm as possible.

2.
Liberally apply lotion soap to your hands and exposed areas of arms.

3. 
Lather ALL surfaces for approximately 15-30 seconds. The areas under the fingernails and the cuticle areas frequently culture high for microbes. It is important to note that heavy scrubbing of the skin is of no additional value. The converse is true. Heavy scrubbing will break down the surface of the skin and can cause dermatitis.

4.
 Rinse all soap from hands and arms.

5. 
Pat dry with paper towel (do not rub)

B. 
Fingernails: Fingernails should be well manicured and free of jagged edges, this aids in the removal of harmful bacteria from the hands when washed. Artificial nails may harbor fungi and other microorganisms that can be harmful and are not recommended. Nail polish should be free of chips or cracks.
VII. INFECTION PREVENTION

A. 
Standard Precautions: Standard Precautions currently recommended by OSHA and the CDC are guidelines for safe practice in the workplace. It is critical that needle sticks, cuts and blood exposures be prevented. One should assume that all blood and body fluids are infected and direct contact should be avoided if at all possible. If inadvertent exposure occurs, thorough cleansing of the area should occur as soon as possible. Potential for exposure is a reasonably anticipated skin, eye, mucous membrane or parenteral contact with blood, blood tinged body fluids or other potentially infectious materials. They include semen, vaginal secretions, pleural fluid, amniotic fluid, saliva, feces, and urine. Standard Precautions can be divided into three major categories:

Barrier precautions, PPE (personal protective equipment)

Handwashing

Sharps precautions

Gloves are to be worn when there is a potential for direct contact with blood and or body fluids, non-intact skin, invasive procedures, when the skin on the practitioner’s hands is interrupted, if working directly with contaminated instruments or situations involving phlebotomy. When gloves are removed, handwashing should occur. Masks/protective eyewear is to be worn to prevent contact of potentially infectious blood and/or body fluids with mucous membranes of the oral cavity, respiratory tract and/or eyes. Masks should be worn whenever aerosolization or exposure to blood or body fluid is likely. Impervious Gowns are worn to prevent contact of blood or other body fluids with clothing or skin. These items are to be removed prior to leaving the surgical suite. Shoe covers are recommended and should be worn when involved in procedures that are likely to produce gross contamination, (e.g., orthopedic procedures)

B. 
Tuberculosis: Because of the need for fit testing of the N95 mask prior to entering the room of a patient with active TB, vendors will not be allowed to enter any OR suite where a patient with the diagnosis of active or potential TB is located. Prior to allowing access to the OR, the organization must have annual validation of negative TB status. This documentation is to be shown to the Purchasing Buyer.

C. 
Human Immunodeficiency Virus (HIV)/Hepatitis B & C: Within the OR these threats are significant due to the fact there is blood and/or body fluid exposure on almost every case. How we deal with this exposure is of utmost importance.

D. 
Methods of Transmission in the Operating Room: HIV is found in blood, semen, and vaginal secretions of carriers. These substances can be found in the typical OR during various procedures. There have been documented transmissions after skin or mucous membranes were exposed. Precautions have also been applied to feces, saliva, nasal secretions, sputum, or vomitus. The rationale is that there is a

possibility that these substances may contain blood, yet may not be visible to the naked eye. Orthopedic surgical procedures expose personnel to high-speed drills and sharp instrumentation with potential for aerosolization/exposure of bloody fluid.

E. 
Protocol Following Bloodborne Pathogen Exposure: If you sustain a blood  exposure  or puncture type injury while in the OR:

1. Wash the exposed area thoroughly.

2. Notify the charge nurse.

3. File an injury report.

4. Follow the facility’s formal procedure/protocol.

The CDC estimates that HIV is 100x less virulent than the Hepatitis B virus (HBV). Your chance of contracting hepatitis is far greater than HIV. Standard precautions should be followed at all times to protect yourself.

F. 
MRSA/VRE: These are two of the most prevalent drug resistant bacteria found. What makes these organisms a challenge in the hospital is many of our patients are compromised, and in surgery we offer the bacteria a portal of entry that they would not otherwise have. These bacteria are resistant to most of the antibiotics on the market, so they are very difficult to kill. We maintain these patients on Contact Isolation. This entails wearing gloves and a gown when entering the room. These items must be removed when leaving the room, and, of course, thorough handwashing is essential. These practices will help in the “contain and confine” theory, and lessen the chance of spreading the organisms to another patient.

G. Specific Questions and Answers

Suggestions to make your work environment safer include: Do not handle contaminated items.

Hepatitis B is preventable with the HBV vaccine. Check with your family physician and check with your employer. There is always the possibility your employer will provide the vaccination to your at no cost. Indications for surface longevity for HBV is one week, possibly longer, whereas with HIV, drying causes a 90-99% reduction in HIV concentration within several hours. Is there risk of HIV seroconversion after mucous membrane exposure? Yes, there have been reported cases of HIV seroconversion due to mucous membrane exposure. The estimated risk factor is 0.3%-0.44%. Mucous membranes include eyes, nares, and mouth. If you are in any communicable stage of an infection (fever, chills, productive cough, weeping skin sores, etc.) please reschedule your visit. Patients are incredibly vulnerable to infection.

VIII. CONFIDENTIALITY

It is tempting to discuss patient events with your family and friends. Don’t. It is never appropriate to discuss patient events outside of the hospital setting. Federal rulings have clarified and reinforced the responsibility of all of us to protect all patient information. The issue of patient confidentiality is of utmost importance. Every patient who enters any hospital facility has the right to the expect privacy. This means you must never divulge a patient’s name and situation to anyone who is not directly involved with their care. For example, it is not acceptable to discuss the cases you are involved with in the hospital elevator, cafeteria, lobby, hallways, or anywhere else where a lack of privacy may be an issue. You never know who can overhear your conversation and/or what their relationship is to the patient involved. The patient has the right to expect their medical record will also be held in confidence. Normally vendors have no need to have access to the patient’s chart, therefore vendors should not be viewing the record. This is a tremendously important issue.

IX. VISITOR ETIQUETTE

A. 
Parking: You may park in the surface lot or garage. Vendor representatives are never to park in reserved parking spaces. There is a “No Parking” policy enforced in the Receiving Area. Vehicles in violation will be towed at the owner’s expense. 

B. 
Checking In: Between the hours of 7:00 a.m. to 5:00 p.m. (Monday through Friday), you must enter through the Purchasing Department to receive your Vendor Pass.  We discourage unscheduled meetings. Prior to arriving at the hospital, please make arrangements with the Associate that you plan to see. When a surgeon has requested your presence, it is still important that you contact the Associate for that specialty. The Associate will ensure your name is on the roster for admission to the OR. Vendor representatives must only go to areas where they have specific appointments or approval and are not permitted in any other areas. Vendors must check in at the front desk with the receptionist.  They can ask to see the charge nurse for either the Perioperative area, Peri-anesthesia area, or the Purchasing Buyer Assistant. The vendor will be directed to the area mentioned or asked to take a seat and wait for the employee to come to the lobby. The vendor should ask for the OR Charge Nurse, or the Purchasing Buyer Assistant. They should either wait for the employee to meet them in the lobby, or go to the OR to meet with them.

C. 
Sales Activities: the organization has strict guidelines on soliciting and/or the distribution of literature on hospital property (see attached).

D. 
Access to Phones: Vendors and service representatives may not utilize house phones to conduct their routine business. There are public payphones in the main (inner) lobby are available for use. The use of two-way pagers and/or cell phones in the OR’s is limited/ prohibited Please place pagers on silent mode while in the OR. Cell phones and two-way pagers can be used outside patient care areas, to include the hallways outside the OR’s.

E. 
What to Do If you feel “funny,” faint, suddenly warm, etc, sit down and put your head between your knees. Sit on the floor against a wall if no stools are available. Breathe slowly and deeply. Inform the circulating nurse of your symptoms is and she or he will assist you. If you need to leave your designated room, inform the circulating nurse and go directly to your destination. Please do not go to other OR’s, look in doors or windows, or just “look around”.

Patient confidentiality is of utmost importance. Ask questions during quiet, calm times of the surgery.

Vendors are not to operate equipment in the OR suite. This responsibility is for the OR team. If you are here in an educational capacity, instruct the team how to perform the necessary procedures.

X. 
STERILE PROCESSING DEPARTMENT

Appropriate attire such as scrubs and hair covering are required attire for the hospital Processing area.

Representatives/Vendors are not authorized access to the restricted area of the Decontamination area.

Under no circumstances is a vendor to decontaminate items that belong to the organization or that have been loaned/consigned to our organization.

A. 
Bringing in Loaner Instruments for the OR Loaner instruments must be delivered to Sterile Processing Loaner trays should have a blue tag placed on the handle, or another conspicuous area to allow for easy identification that it is a loaner item. Loaner instrumentation and implants that are left in the delivery area after the procedure are not the responsibility of the organization. 

Staff has been instructed not to sign contracts accepting responsibility for trays of loaner instruments, equipment, or implants.

All Loaner instrumentation and/or any other items needing sterilization should be accompanied with sterilization instructions, preferably on company letterhead. All Loaner instruments will be washed prior to set-up when they are brought in from outside the facility.

It is highly recommended that the instruments arrive early on the day prior to their use. This allows adequate processing time. Instruments loaned to the hospital for certain procedures must be accompanied with at least 3 of the following 4 pieces of information:

· Date of surgery 

· Name of patient

· Surgeon

· Name of Procedure

If the information is lacking, the instruments will not be accepted. Trays should be clearly labeled in order to assist the SPD staff in labeling the tray properly. It is recommended that the company call prior to sending a courier to pick-up instruments after a procedure. This facilitates notification to the staff who will ensure all trays are ready for pick-up. All other deliveries must be accompanied by a packing slip, receiver, bill of lading, or purchase order.

Emergency deliveries (after 3:30 p.m. and on weekends) are to be made to the Central Service Department. All merchandise must be signed for.

B. 
Repairs/Loans: No equipment or instrumentation will be removed from the site unless accompanied by authorized paperwork. A charge nurse or specialty must fill this out.
XI. PURCHASING GUIDELINES: must be notified within 30 days if any officer of the corporation or the corporation is placed on the Sanctions’ List as published by the Office of the Inspector General (OIG).

A. 
Orders: Vendors are not authorized to accept any verbal, written, or telephone orders for any new products or line of products, without the official purchase order assigned by a Purchasing Buyer. The name of a staff member or surgeon, department number, or requisition number is not accepted as purchase authorization. All orders accepted by vendors that are not duly authorized by a Purchasing Buyer will not be
reimbursed.

B. 
Contracts: All contract negotiations must be approved by Mercantile. This includes consignment items. No contract may be executed without appropriate administrative/legal review. Finalized contracts may not be signed by anyone other than the appropriate administrative representative, as defined by the organization’s Operating Policy.

C. 
Untoward Outcomes: In the event that there is an untoward patient outcome that is directly attributable to, or could be attributed to, the use of the vendor’s equipment, product, or drug, the item will be sequestered under hospital Medical Device Reporting policies. Risk Management and Clinical Engineering will coordinate an investigation. The vendor will be included in all steps of the process. The equipment, product, or drug will remain sequestered with Clinical Engineering until released by the Risk Management Department.

D. 
HCPCS for Products: It is the responsibility of the vendor to provide the HCPCS (HCFA Common Procedure Coding System) defined for transitional pass-through payments of APCs (Ambulatory Payment Classification) for any current and future products (as defined under HCFA’s Outpatient Prospective Payment System). Vendors are responsible for ongoing updates and changes to products that are eligible for passthrough and are required to report these to the hospital. The organization will not use or evaluate any product prior to code assignments by HCFA unless there is no other clinically acceptable product available.

E. 
Product Evaluation/ New Products: Any member of the health care team wanting to use or   Committee for approval via the specialty coordinator or nurse manager. The vendor requesting the purchase or evaluation of a product must obtain prior authorization from the specialty coordinator before the demonstration or use of the vendor’s products or equipment.

The packing slip delivered with the product must include a Purchase Order number, product description, catalog number, pricing, and quantity delivered. Upon receipt, the organization personnel will review the packing slip.
The Purchasing Coordinator must by notified by the vendor when products or equipment are left in the Perioperative Service area to be used by members of the healthcare team. This facilitates tracking of items during product recall. Chemicals offered as samples will not be accepted unless accompanied by an OSHA Materials Safety Data Sheet (MSDS). A current MSDS must accompany equipment and/or products containing chemicals when purchased by the organization. Under no circumstances are products to be used on patients without the proper inservicing to Medical Staff and health care providers.

F. 
Vendor Representative Noncompliance: Vendors are expected to comply with the guidelines provided. In the event that the organization experiences noncompliance by vendors the following progressive discipline plan shall be used. 
First Offense: Vendor will receive a verbal warning from the Purchasing Coordinator or Charge nurse. The Coordinator or Charge nurse will inform the vendor what the issue of noncompliance is and communicate the expectations. The Coordinator Charge nurse will notify the OR Purchasing Buyer of the offense and it will be recorded on a vendor incident log. 
Second Offense: The Department Director will notify the vendor representative and document corrective action plan on the vendor incident log. Vendor Regional/ National Sales Manager will be notified of the incident and shall be requested to take corrective action with the vendor representative in question. 
Third Offense: The OR Director notifies vendor representative that they are prohibited from conducting business with the organization. This decision will be documented on the vendor incident log and notification will be made to the Vendor Regional/National Sales Director. At the organization’s sole discretion, the company may be prohibited from doing business with the organization, or the hospital may request a different vendor representative. At the organization’s sole discretion, situations may occur that necessitate the bypassing of one or more steps in the non-compliance process. The decision will be made after consulting with the Department Head, Risk Management, and/or Administration, when applicable.

XII. INSERVICE REQUIREMENTS: 
It is the responsibility of the vendor representative to obtain an in-service education log sheet and to ensure that all the organization staff sign in when attending an in-service session. These log sheets must be returned to the educator charge nurse or department manager. It is the policy of the organization that all education and continuing education units (CEU’s) are provided at no charge. Vendor representatives who conduct in-service sessions must provide documentation of their competency and/or credentials.

As product demonstrations and trials may impact other departments in the facility, vendor representatives must work with education staff or management staff from all potential areas that may be impacted by this product or equipment. All education of facility staff and physicians must be coordinated and completed prior to the day of the procedure or implementation. If the education has not been completed, the product or equipment will not be approved for use.

PERIOPERATIVE SERVICES

Vendor Agreement

Name: ______________________________________________________________________________
(Please print)

Name of Company: ___________________________________________________________________

Local Mailing Address: ________________________________________________________________

Local Telephone Number: Beeper: _______________________________________________________


Will you be in the Operating Room? O Yes   O No


Description of function to be performed in the Operating Room: ​___________________________________________________________________________________

___________________________________________________________________________________

___________________________________________________________________________________

Qualifications/Training: ________________________________________________________________

Operating Suite Orientation: ____________________________________________________________
Subject Orientee Initials________________________________________________________________

I. Physical Environment

II. Aseptic Technique

III. Surgical Attire

IV. Potential Hazards in the

V. Radiation Safety

VI. Handwashing

VIII. Infection Prevention

VIII. Confidentiality

IX. Visitor Etiquette

X. Sterile Processing Department

XI. Purchasing Guidelines

XII. Inservice Requirements

I have read the information in Vendors in the Operating Room packet and agree to abide by the conditions presented in the packet.

Signature of Representative: _____________________________ Date: ___________

For Perioperative Use Only

Signature of Purchasing Buyer/Specialty Coordinator Date________________________________

TB Test Results Validation – (Please Initial) Date________________________________________

Handout for Vendors

	PURPOSE

It is the purpose of this policy to control the presence of people in patient care areas and to ensure the standards of a patient’s right to privacy, confidentiality, safety, and infection control protocols are upheld.

POLICY

The patient must be informed and give expressed consent for the sales representative to be in attendance while a procedure is being performed.  This can be documented in the surgeon’s discussion with the patient as outlined in the consent policy.

The presence of the sales representative requires approval by the physician of record, the administrative director of the operating room and the vice president of materials management, or his or her designee.

New Devices

14. The vice president of materials management will ensure that the device has U.S. Food and Drug Administration and Underwriter’s Laboratory approval. For the specific use intended.

15. The biomedical engineering department will check the equipment for electrical integrity and compatibility features

16. The department of plant operations shall check, as required, the capability of the existing circuitry to ensure adequate capacity.

17. The administrative director or designee will be responsible to orient the sales representatives to the policies and procedures of the medical cent to include infection control protocols, dress code, appropriate identification, and safety issues.

18. It shall be the responsibility of the sales representative to check and certify the functional integrity of the devices to be used prior to its use.

19. At all times, the sales representative shall observe the policies and procedures and the rules of conduct of the institution or be subject to immediate removal from the medical center.

20. At no time is the sales representative to touch or operate equipment or participate in any manner in the procedures, care and treatment of the patient other than in an advisory capacity.

21. At all times, the sales representative shall respect the patient’s privacy and confidentiality.

22. The sales representative’s presence on medical center premises shall be at his or her own risk, and he or she agrees to release the medical center from claims and liability to his her presence.

23. The company represented by the sales representative shall provide the vice president of materials management, or his or her designee, with a document which releases, indemnifies and defends the medical center from any claims associated with the presence of the sales representative or the device.

24. The sales representative agrees to confine his or her presence to the area approved, and not wander to any other area or solicit interest of others in the product he or she is marketing

25. Sales representative shall sign the Confidentially Release of Liability.

26. It is the responsibility o the sales representative to provide adequate training to the staff prior to use of the device. 


Code of Conduct
VENDORS AND CONTRACTORS 

STANDARD OF CONDUCT: The organization is committed to providing all services in full compliance with all applicable laws, regulations and guidelines, as well as with its own policies and procedures. The organization is particularly sensitive to requirements applicable to federal and state health care programs and the submission of accurate bills for all services provided. Compliance by vendors, contractors and consultants conducting business on behalf of the organization or in the organization work environment is important to the organization’s overall compliance efforts. 

The organization: 

♦ shall make available the Standards of Conduct to all vendors, contractors, and consultants with whom the organization conducts business. 

♦ will endeavor to promptly and thoroughly investigate alleged misconduct by vendors, contractors and consultants performing services for or on behalf of the organization. 

♦ through the organization Compliance Officer will strive to review all pertinent documents and other information relevant to compliance investigations, including those of or pertaining to outside individuals and entities such as vendors, contractors, consultants, suppliers, agents and others. 

♦ shall advise upon and provide access to written compliance policies that identify specific areas of risk to the hospital(s) associated with the services. All contractors, vendors, consultants and others doing business with the organization will be responsible for understanding and fully complying with policies applicable to their activities. 

♦ Will purpose to have all contractors, vendors, consultants and others doing business with the organization screened utilizing the Office of Inspector General List of Excluded Individuals and Entities, as well as the General Services Administration “Debarment List.” 

All outside vendors, consultants and contractors, including physician corporations and professional associations doing business with the organization shall be committed to: 

♦ complying with all applicable federal and state standards, laws, regulations and policies. 

♦ Following policies applicable to their presence in or relating to the organization work environment and/or work on the organization’s behalf such as the Vendor Gift Policy. 

♦ Participating in, or developing for their own use, compliance training and educational programs which will complement the organization Standards of Conduct, compliance requirements, and applicable rules and regulations. Further, they are encouraged to develop compliance programs in accordance with applicable OIG Compliance Program Guidance documents. 

WHEN IN DOUBT 
Warning Signs and a Quick Quiz 

There may be times when you are unsure whether an activity or a situation is unethical or illegal. If you are not sure, pursue it until you are confident that it is either resolved, or that the right person in your organization knows the facts and has taken action. A delay on your part could be serious for you, for others, and for the organization. 

There are words and phrases that raise “red flags” about potential problems, and should send a warning signal to you. The following are examples of such words and phrases: 

“Well, maybe just this once.” 

“Everyone does it.” 

“No one will ever know.” 

“Shred that document -- no problem.” 

“No one will get hurt.” 

If you hear comments like these or you begin to say things like this, then the following “quick quiz” could be helpful as a guide for what needs to be done next: 

“Does this break a law, regulation, policy or Standard of Conduct?” 

“How will I feel about myself afterwards?” 

“What would my family, friends, our physicians or patients think?” 

“How would this look if it were in the newspaper tomorrow?” 

“Am I being fair and honest?” 

If you are not comfortable with any of your answers to the above questions, or if you are still not sure whether an activity is wrong, contact your supervisor or another trusted manager in the organization. The four-step communication and reporting process outlined in the next section should be a helpful guide. 

FOUR-STEP COMMUNICATION 
AND 
REPORTING PROCESS 

If you have a question or concern about an activity being unethical, illegal, or wrong, use the following process to answer questions and report concerns. Throughout this process your identity will be kept confidential as much as possible. 

1. Talk to your supervisor. He or she should be familiar with the laws, regulations, and policies that relate to your work. 

2. If you are not comfortable contacting your supervisor, or if you don’t receive an adequate response, talk to another member of the management team. You may also choose to speak with someone from Human Resources. 

3. If you have followed either #1 or #2 and still have questions, contact our Corporate Compliance Officer. 

INTRODUCTION TO THE STANDARDS OF CONDUCT
This organization is committed to the goal of serving our patients, physicians, employee partners and the communities that we serve in an ethical, legal and responsible manner.  Further, this organization is committed to providing all services in full compliance with all applicable laws, regulations and guidelines, as well as with our own policies and procedures.  We are particularly sensitive to requirements applicable to federal health care programs and submission of accurate billings.

The Standards of Conduct, as well as all statutes, regulations, guidelines, and organization policies and procedures must be observed by everyone: employees and anyone engaged in business with members of the Board of Trustees, and anyone else engaged in our work environment or acting on behalf of the organization.  No one, regardless of position, will be allowed to compromise adherence to the Standards, statutes or regulations.  Failure to comply can result in serious individual employee partners, and employee partner corrective action.

If you have questions about these Standards or bout any policies or practices, you should raise the questions with your supervisor first.  Our supervisory staff has been charged with a special obligation to be available and responsive to employee partners when question arise about adherence to the Standards.  If the response received from the supervisory staff does not resolve the issue(s) concerning applications of the Standards, you are invited to address your concerns to higher levels of management, or call the Human Resources Department.

The Standards of Conduct adopted by the organization are intended to ensure that we meet our compliance goals in a highly regulated business environment.  The Standards are designed to provide general guidance, and do not replace the polices and procedures of the corporation.  If there is no specific policy, the Standard becomes the policy.  If a policy and a Standard seem to conflict, the Standard should be followed.  In seeking additional guidance and direction regarding the Standards, employee partners are encouraged to refer to the organization policies and procedures.  The Standards are a “living document,” which will be updated periodically to respond to changing conditions.  Therefore, the organization reserves the right to modify or amend the Standards at any time.
PURPOSE

The organization is dedicated to providing high quality services in order to improve the health of the people in WV.

VALUES
We are committed to assessing and meeting the health care needs of the individuals in our diverse communities

We are stewards of resources and are obligated to be medically, socially, financially, legally and  
 environmentally responsible

We are devoted to providing superior quality, cost-efficient, innovative and compassionate care.

We believe in partnerships with our patients, families, physicians, employee partners, volunteers  
 and communities to achieve excellence

We support teaching programs that develop the health care professionals of tomorrow.

We support biomedical research as the means by which we expand our knowledge and learn how to provide better care.

We provide holistic health care, which addresses with dignity the physical, social, psychological and spiritual needs of individuals.

We conduct business utilizing ethical standards and expect integrity, fairness and respect in all our relationships.

QUALITY OF CARE

STANDARD OF CONDUCT: We are committed to providing quality care and services.  Our first responsibility is to our patients and their families we serve.

We have a responsibility at every level of the organization to maintain integrity and quality in our job performance.

We have a responsibility to address any deficiency or error by reporting it to a supervisor who can assess the problem, take appropriate action and follow the problem to resolution.  Knowledge of safety or quality of care concerns are expected to be immediately reported internally to the hospital patient safety officer, to the chief quality officer, or to the corporate compliance officer, but may be reported directly to the Joint Commission.

We will encourage each employee to continually evaluate existing methods of delivering services in order to discover more effective ways of serving our patients.

We will respect the human dignity of each patient by responding to all patient questions, concerns and needs in a timely and sensitive manner.

We will continually monitor and evaluate the delivery of care and related services to assure that appropriate standards of practice are met.

We will strive to ensure that patient admissions, transfers, and discharges are medically appropriate and in accordance with legal requirements.

We will employ appropriately licensed and properly credentialed providers possessing the expertise and experience to care for our patients.

We endeavor to not discriminate against any patient for any reason including race, ethnicity, religion, sex, sexual orientation, national origin, age, marital status, disability, citizenship, or any other classification protected by law.

Certification and Acknowledgement
I have received and I will read the organization Standards of Conduct.  I understand that the Standards of Conduct apply to my contractual relationship and that following all laws, regulations, polices and the Standards of Conduct is a condition of that relationship.  I will seek advice from Corporate Compliance Officer with any compliance questions or issues.

My signature means that I have receive the organization Standards of Conduct dated ______, and that I acknowledge that it is my responsibility to read and comply with the procedures and policies set forth in the Standards.

Signature

Printed Name

Company Name

Company Address

Date
Code of Conduct Statement and Certification

The organization is committed to excellence and leadership in patient care, education and research.  As an employee, faculty member, student, trainee, visitor, scholar, volunteer or vendor, I understand that I play a vital role in the success of the organization mission and that I will be held accountable for compliance with applicable law and the organization policies and procedures.  This statement summarizes the standards of conduct that the organization requires me to uphold:

· Knowledge, understanding and compliance with the policies and procedures that apply to my work.  I agree to comply with all of the policies and procedures that relate to my work at the organization, including the Code of Conduct.  I agree that if I do not know whether an action is permitted, I will ask my supervisor or review the relevant policies.  Sources include the organization Standard Practice Guide, the organization policies, and department, and division-level policies and procedures.  

· Avoiding fraud, waste and abuse.  I will accurately and honestly perform my work for the organization and will not engage in any activity intended to defraud anyone of money, property or services.  I will not request or accept payment, either directly or indirectly, that is intended to induce referrals, or to induce the purchasing, leasing, ordering or arranging for any item or service at or from any organization or facility.  I will comply with the organization policies on conflicts of interest and on interactions between vendors and faculty/staff.  I have reviewed and understand the summary of federal and state false claims and whistleblower protection laws.  I will report any potential fraudulent or false claims, inappropriate billing practices, or similar concerns to my supervisor or the Compliance Office.

· Protecting the confidentiality and security of information.  I may have access to proprietary of confidential information (including protected health information) about the organization operations, workforce members, subjects, and/or patients (“sensitive information”).  All of this information, in whatever form transmitted or received, (e.g., oral, fax, photographic, written, electronic), must be treated by me in a confidential and secure fashion.  I have completed and understand any organization HIPAA training required for my position.

· I will not access, release, or share sensitive information – even demographic screens with addresses and phone numbers – unless doing so is necessary as a part of my assigned duties, or I am authorized to do so by a Release of Information form.  I understand that my access to the organization systems containing sensitive information may be audited at any time, with or without cause.  I understand that I am responsible for any access that occurs using my password.

· I will protect sensitive information.  I will not share my passwords or access to any organization systems or applications with any other person.  I will b e careful to avoid inadvertently revealing sensitive information, including avoiding discussions of sensitive information in public places.  I will not remove sensitive information from the organization without my supervisor’s permission and I understand that I am responsible for maintaining the security of such information in accord with the organization standards.  If I use a portable electronic device (e.g., laptop, PDA), I will ensure that it meets the organization security standards.

· I understand that when my employment, affiliation, visitation or assignment with the organization ends, I may not take any sensitive information with me and I may not reveal any organization sensitive information to any third person except as permitted by a Release of Information form (in the case of individually identifiable private information) or by written release from an authorized the organization representative (in the case of proprietary information).

· Disclosing actual and potential conflicts of interest or commitment and complying with any plans imposed to manage those conflicts.  I agree to report any potential or actual conflicts of interest or commitment, and I have reported any current potential or actual conflicts of which I am aware.  An actual or potential conflict occurs if I or a family or household member has an outside personal, professional, commercial, or financial interest.  While outside relationships and activities that further the organization academic and clinical missions are encouraged, conflicts can arise.  The existence of a conflict is not inappropriate in and of itself.  However, in an academic or clinical setting, these relationships or activities can compromise or be perceived to compromise basic values of openness, scientific integrity, independence, and public trust.   I understand that for these reasons, actual or potential conflicts must be disclosed and managed to assure that they do not compromise my judgment, bias my research, influence my decisions with respect to academic or clinical matters, result in personal advancement at the expense of the organization, or otherwise interfere or compete with the organization’s educational, research, or service missions, or with my ability or willingness to fulfill my responsibilities. I will disclose actual or potential conflicts of interest and conflicts of commitment as required by the organization policies.  [If I am a vendor employee, I have reported and will continue to disclose any such conflicts to my employer.]

· I understand that if I do not comply with the organization policies and procedures or applicable law, I may be subject to immediate disciplinary or corrective action, up to and including dismissal, termination of contract, and/or loss of access to the organization property or resources. I understand that noncompliance with federal or state law may result in criminal and civil penalties against the the organization, my employer (if I am employed by another entity) and/or me personally. 

· I agree to immediately report suspected noncompliance to my supervisor, or to the organization Compliance and Privacy Office. I agree to cooperate with any investigation of possible noncompliance and not to withhold relevant information. The organization does not tolerate retribution or retaliation against anyone reporting suspected noncompliance in good faith. I will immediately report to my supervisor and Medical Staff Services (if I am a member of the medical staff, physician’s assistant, or advanced practice nurse) or Human Resources (if I am licensed, certified, or registered as a health professional) any suspension, restriction, termination, or change in status of any health professions license that I hold. 

BY SIGNING BELOW, I CERTIFY THAT I AM IN COMPLIANCE WITH ALL THE ORGANIZATION AND POLICIES AND PROCEDURES, INCLUDING THOSE THAT REQUIRE ME TO REPORT ANY SUSPECTED NON-COMPLIANCE. 

	Name
	Date

	
	

	Signature
	Employee ID # or Vendor Employer ID #

	
	


Vendor Visitation Information

Vendor Ethics and Compliance

We live and work in a highly regulated environment. Federal and state privacy laws protect the privacy of identifiable student, consumer, and health care information. Intellectual property laws protect the contributions we make to science and learning.  Research laws and related accreditation standards impose a broad range of requirements for protecting individuals who volunteer to participate in clinical trials and other studies.  Occupational health and safety laws are designed to protect workers from on-the-job hazards.  And federal fraud and abuse laws seek to promote efficiency and avoid waste in federally funded programs, such as health care programs like Medicare and Medicaid, and research programs supported by the U.S. Public Health Service.
The organization has implemented various compliance programs that help ensure that our facilities meet federal safety regulations, our health care providers are properly trained, patients participating in research are protected, and our vendors do not improperly influence our purchasing decisions. 

Vendors furnishing goods and services to the organization health care providers are required to comply with the organization policies designed to promote ethical conduct and facilitate regulatory compliance.  Some of those policies are available through the policy link on the left-hand toolbar.  Other policies are highlighted below:

Conflict of Interest. The organization Conflict of Interest and Conflict of Commitment policies were implemented to maintain public trust, promote integrity and honest in all areas of decision-making as well as to ensure appropriate use of the organization facilities and resources.  By entering into an arrangement with the organization, each Vendor represents and warrants that to the best of Vendor’s knowledge, information and belief, there exists no actual or potential conflict of interest between Vendor (or any of its affiliates) and the organization (or any of its employees or contractors, or their respective family or household members).  In the event of a change, each Vendor must promptly inform the the organization Director of Purchasing or Purchasing Services designee of any potential conflict of interest that may arise. 

Fraud and Abuse Prevention and Detection.  Detailed information about the federal and state fraud and abuse laws, as well as information about whistleblower protection, is available here (PDF).  
Vendor Visitation and Interaction Policies.  Vendors that conduct business at or with the the organization must do so in a way that protects patient confidentiality and does not interfere with the process of patient care.  Vendors agree as a condition of their engagement to adhere to the Vender Visitation Policy when conducting business with any organization unit or representative.  

To assure vendor compliance with the above policies, vendor representatives who work on site with the organization health care providers or who have access to sensitive information created or maintained by those providers are required to execute our Code of Conduct Statement and Certification.  

Frequently Asked Questions
	Vendor Visitation and Interaction Policy 

 “Frequently Asked Questions”



Questions and their answers are grouped under the following headings: 

• Education Programs 

• Food 

• Patient Education 

• Gifts 

• Sites Impacted 

• Types of Vendors Included 

• Access and Registration 

• Compliance 

Educational Programs 

1. 
What is allowed regarding CE programs for our staff (teleconferences or live speakers) that are offered by the various pharmaceutical vendors? 

Educational programs are still permitted. Pharmaceutical vendors may offer to fund independent educational activities that are controlled, planned, and produced by the organization or other organizations. These programs should be approved by the appropriate administrative authority (Department Director, Department Chair, Division Director, Section Chief, Service Chief or Residency Program Director). In all cases, the selection of speakers and assurance of the educational integrity of the program is the responsibility of the responsible the organization faculty member or program chair. The new policy prohibits direct provision of meals and prohibits gifts of any kind. Vendors may provide an educational grant to the organization department. 

2. 
A pharmaceutical representative has made an educational grant to our department to support a conference. At the conference can I provide the representative 5-10 minutes to speak about their products prior to or just after the formal program? 

No. Vendors are prohibited from promoting or marketing products at educational programs held at the organization. 

3. 
A vendor has called me to offer an educational grant to our department to support our monthly fellow’s conference. It would provide enough money for us to use the same caterer that the vendor previously used to provide food directly for this same conference. The rep also asks that he be able to attend the conference. He agreed he would not discuss or promote any products. No PHI or QI information is discussed in the conference. Is this OK? 

The department may receive an educational grant to support the educational conference. It is the department’s decision whether to use educational grant funds to provide food for the conference. The department continues to have responsibility for the educational content presented at the conference and to assure that it is free of promotional bias. A vendor may attend the conference, if invited and if no protected health information or quality assurance information is discussed. The vendor may not promote products at the educational conference. 
	Vendor Visitation and Interaction Policy 
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2. 
As a Program Medical Director am I allowed to approve the support of educational programs by vendors if I take the responsibility for assuring educational integrity of the program? 

Yes. The policy states that “Programs should be approved by the appropriate administrative authority (Department Director, Department Chair, Division Director, Section Chief, Service Chief or Residency Program Director). In all cases, the selection of speakers and assurance of the educational integrity of the program is the responsibility of the responsible the organization faculty member or program chair”. 

3. 
What will be the mechanism/process for pharmaceutical companies to fund educational conferences approved by the Chair or Program Directors? 

Vendors are permitted to provide educational grants to departments to support conferences and programs. The organization faculty member or program director is responsible for assuring the educational integrity of the program. Promotion of products may not occur at such programs, even if the program is approved by the chair. 

5.
What kind of information will departments have to keep to demonstrate that the Chair or program Director approved the conference? 

Each department is responsible for assuring compliance with the policy. No specific documentation is required by the policy. If the conference is approved for CME credit by the Medical School, national ACCME policy requires documentation of the provision of support in a letter of agreement signed by the company representative and the Program Director. A copy must be sent to the Department of Medical Education (DME) for the course file. 
6. 
Do you have to give approval for each conference or can a blanket approval for a monthly conference be given? 

Departments may approve the educational content/speakers for educational conferences in any manner that they wish as long as they maintain responsibility for the educational integrity of the program and compliance with relevant policies. 

7. 
The policy states that pharmaceutical companies can support educational conferences as long as the department chair or program director approves it. If the chair approves it, what is the approved mechanism for the transfer of funds to the department to pay for this? 

Vendors may provide educational grants to departments to support educational conferences. The funds should be deposited in the appropriate departmental fund involved in supporting educational programs. Vendors are not permitted to provide food directly. 
	Vendor Visitation and Interaction Policy 
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8.
If a drug company provides an educational grant to support an education program, are there regulations regarding how the program can use those funds? For example, could the program us the money to buy food for the program? 

Yes, the department may choose to use some of the educational grant to provide food to attendees. 
9. 
When the policy says “Food or funding for cannot be provided directly by vendors” – what does “directly” mean? 

Vendors may not bring in food or directly arrange for food for the organization educational or non-educational events. Vendors are permitted to make educational grants to the organization entities. As part of the educational event, the organization department may determine that it wishes to provide food for attendees. Vendors are not directly providing food. Instead, the organization department is making a decision to use part of an educational grant from a vendor to provide food/beverages to attendees. 

10. 
Some required conferences are scheduled for residents to work-through lunch by attending conference, with the trade off for the lost lunch hour being that lunch is provided. Medical students on rotations are also required to attend noon conferences. Who is to pay for resident lunches for these conferences? 

The organization is working on models of providing quickly available lunch for some educational conferences. While difficult to implement and fund, the institution recognizes the importance of both education and nutrition of our staff and learners. 

11. 
Can a vendor provide lunch in conjunction with a lecture if the lecturer is someone other than a vendor? I would guess the vendor still talks about the drug and leaves materials, post-its, etc. 

Under the new policy, vendors may not provide lunch. Vendors may provide an educational grant to a department and the department is responsible for the educational program, content and speaker. The department may decide to use some of the educational grant funds to provide lunch to attendees. Moreover, if the vendor attends any conference, the vendor is not permitted to promote products nor leave promotional materials. Such contact between vendors and faculty/staff/house officers/fellows can only occur if scheduled between the vendor and the faculty/staff member. Vendors may not just “show up” to discuss products; such meetings must be by the choice of the faculty/staff member. 
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12. 
Prior to this proposal, we have been allowed to have a vendor provide onsite meals (<$10) if they were provided for the purpose to allow educational content to be delivered while clinic personnel were on lunch break. This new policy will eliminate ALL food, when it goes into effect, is that correct? 

That is correct. Vendors will not be permitted to provide meals. Departments may make a decision to use educational grant funds or other funds to provide food for conferences or programs. 

13.
I just received an invitation to attend monthly lunches, in another department, provided by a pharmaceutical representative. I assume that this is exactly the type of thing we cannot accept? 

Correct. 
14. 
What is meant by not providing food and drinks directly? Does this mean they can give us a donation and we can buy food if appropriate? 

Vendors are still permitted to support educational programs, but they are not permitted to bring in or arrange to bring in food. Departments are permitted to use educational grant funds to provide food for educational programs if they choose. 
15.
Is all food out or can they bring bagels or cookies? 

Vendors are permitted to provide neither gifts nor food. 
Patient Education 
16. How does the policy affect vendor support of educational/outreach activities already initiated? Virtually all patient education printed materials in the field of hemophilia used in every center in the US has been developed through vendor support. Are we now required to have every item approved by some department committee?
The intent of the policy is for the organization to maintain control over materials that are provided to our patients in the organization facilities. The department or the Patient Education Oversight Committee must review all educational information before it is distributed to patients or families. Therefore, if the hemophilia program approves of the printed materials from vendors then these are in compliance with the policy. Vendors are strictly prohibited from independently providing educational material of any type directly to patients or from leaving them in the organization areas accessible to patients. The department has the same responsibility to review and approve patient 
education information from non-commercial sources (eg, foundations) before the organization distributes these to patients. 
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Gifts 
17.
Is staff/faculty participation at the invitation of the vendor in philanthropic events such as the a Golf Classic impacted by the policy? 

Participation by vendors in a Golf Classic or other forms of philanthropy with benefit to the organization is permitted. As such there is an understanding that this is being done to support the program, not to solicit or retain business. If invited by a vendor to play golf, it would be proper for faculty or staff to contribute the cost of the golf greens fees themselves. This is consistent with the AMA Code of Medical Ethics (Source: AMA Code of Medical Ethics - 2002-2003 Edition, page 201). 
18.
Is it against the new policy for faculty members to accept an invitation to dinner from a drug rep to discuss their drugs? 

Faculty and staff behavior is governed by the organization which states that employees should not engage in activities with vendors if there is any commitment to do business or influence business. If you feel that the vendor is trying to influence you to assist them in getting new business, increasing utilization of a specific product or service, or in retaining their old business, then you should either not participate or pay for your own meal. It is anticipated that this issue will be handled by an ethics policy, to be developed. 
19. Is it acceptable to accept an educational grant from a vendor to support travel to a professional meeting/conference? 

Payments to individuals to attend a professional meeting should not be accepted. However, a vendor may make an educational grant to the organization. The department may then determine if it wishes to use these grant funds to support travel of department members to appropriate professional meetings. 
20.
Are vendors allowed to provide pens or “sticky notes” to faculty or staff? 

No. Any gift, regardless of value, is not permitted. Educational materials of nominal value (e.g., reprinted journal articles) are the only exception to this rule. Vendors should not provide textbooks directly to individuals. Textbooks may be donated to departments. Alternatively, educational grants may be provided to departments and a department may use these funds to purchase textbooks. 
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Sites Impacted by Policy 
21. How about educational events that occur off-site? 

The policy applies to activities at the organization sites and those events and activities organized through the organization units. The organization also has Standard Practice Guidelines that provide information on general principles of interaction with vendors. deals with Conflict of Interest. 
Types of Vendors Included 
22. Does the policy only apply to medical vendors or does it apply to vendors that provide research supplies? 

The policy applies to all vendors that provide products/services to the organization. 
Access and Registration 
23. How are vendors at offsite facilities handled in terms of getting the temporary ID badge? 

Security will work with offsite facilities to develop a mechanism for vendors to check in and receive an ID badge at the site. 
24. Depending on insurance, we have to use an outside DME dealer for patient equipment such as wheelchairs to go home. Do these vendors need to register every time they are delivering equipment to the patient? 

Vendors do not have to register to deliver equipment to a patient in their home. If they are delivering equipment within a the organization site, then they must register. Regular vendors may be issued a long-term ID badge, as is done with building contractors. There must be a contract for a professional to deliver services in the organization, including a business associate agreement.
25. Where is the registration going to be for the organization? 
Vendor registration for the organization will be located in the main lobby. 
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31.What are the rules about vendors contacting the organization faculty or staff by pager, e-mail, or standard mail? 
Vendors may not use the the organization e-mail or paging systems to contact faculty or staff unless specifically requested by the faculty or staff member. In addition, vendors are not to place (or ask staff to place) information in mailboxes of any the organization faculty or staff unless specifically requested by the individual faculty or staff.
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SECTION I – EMPLOYEE DATA





All of the following items have been completed and are on file either with the company or the hospital


Must be on file with the company and available upon request�
Must be on file in the hospital�
�
Health vaccination


�
Formal training letter


�
�
Liability insurance


�
Patient confidentiality


�
�
Physician/rep sponsorship letter


�
Patient consent


�
�
Background verification 


�
Code of conduct


�
�
Social security trace


�
Code of conduct


�
�
County criminal felony & misdemeanor record


�
Gift disclosure


�
�
Education verification


�
Application/badge fee


�
�
Employment history


�
Job Description�
�
Motor vehicle record


�
Evidence of Basic Company Orientation


�
�
Prohibited parties (SDN list)





Sex offender registry search 





FDA debarment list review





Drug screen 





Copy of highest educational degree and/or school transcripts





�
Evidence of Advance Company Product Education 





Signed HIPPA Compliance Agreements





Annual Company Competency Verification





Evidence of Annual Tuberculosis Status


�
�






    SECTION II - HEALTH AND SAFETY COMPLIANCE





NAME: _____________________________________ HOME PHONE (with area code) _________________





                                                                                       WORK PHONE (with area code) _________________


ADDRESS: ______________________________________________________________________________


                   ______________________________________________________________________________





CITIZENSHIP: _____________________________________ PLACE OF BIRTH____________________


                                                                                                      (State or Country)





SOCIAL SECURITY NO: ____________________________ GENDER: ___________________________





DATE OF BIRTH: _______________________________DRIVER’S LICENSE NO: _________________





                                                                                               DRIVER’S LICENSE STATE: ______________
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