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I. Purpose

This document contains the written policies and procedures that the Michigan Department of Health
and Human Services (MDHHS) Division of HIV and STD Programs (DHSP) uses to oversee the 340B
Program operations, provide oversight of contracted agencies and their 340B programs, and maintain
a compliant 340B Program. MDHHS-DHSP covered entities include local health departments and
contracted non-government providers that are supported directly or in-kind via the CDC STD
cooperative agreement. Covered entities are required to provide core STD clinical services; at
minimum, this includes testing and treatment for syphilis, gonorrhea, and chlamydia.

MDHHS-DHSP partners with a Pharmacy Benefit Manager to carry out oversight and compliance
monitoring tasks for MDHHS-DHSP grant-funded covered entities. MDHHS-DHSP also partners with
a wholesale company and warehouse to ensure that dispensing protocols are in place to significantly
lessen the likelihood of expiring medication clients not being able to access needed medication.

MDHHS-DHSP participates in the 340B program to stretch already scarce federal resources as far as
possible, which allows for more patients to be served and more comprehensive services. With the
savings gleaned from patrticipation in the 340B program, MDHHS-DHSP and grant-funded covered
entities work to ensure that low-income, uninsured, and underinsured patients can afford their
medication and to support programming that increases access for the general patient population
throughout the State of Michigan.

II. Background

Section 340B of the Public Health Service Act (1992) requires drug manufacturers participating in the
Medicaid Drug Rebate Program to sign a pharmaceutical pricing agreement (PPA) with the US
Secretary of Health and Human Services.
a) This agreement limits the price that manufacturers may charge certain covered entities for
covered outpatient medication.

The 340B Program is administered by the federal Health Resources and Services Administration
(HRSA) in the Department of Health and Human Services (DHHS). To participate in the 340B
Program, eligible organizations/covered entities must register and be enrolled with the 340B program
and comply with all 340B program requirements. Once enrolled, covered entities are assigned a 340B
identification number that vendors verify before allowing an organization to obtain 340B discounted
drugs.

Upon registration on 340B Office of Pharmacy Affairs Information System (OPAIS), MDHHS-DHSP
and grant-funded covered entities:

a) Agree to abide by specific statutory requirements and prohibitions.

b) May access 340B medication.

lll. 340B Policy Statements

A. The MDHHS-DHSP and grant-funded covered entities comply with all requirements and
restrictions of Section 340B of the Public Health Service Act and any accompanying regulations
or guidelines including, but not limited to, the prohibition against duplicate discounts/rebates
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under Medicaid, and the prohibition against transferring medication purchased under the 340B
Program to anyone other than a patient of the entity. (REFERENCE: Public Law 102-585,
Section 602, 340B Guidelines, 340B Policy Releases).

B. The MDHHS-DHSP and grant-funded covered entities use any savings generated from 340B in
accordance with 340B Program intent and requirements.

C. The MDHHS-DHSP and grant-funded covered entities have systems/mechanisms and internal
controls in place to reasonably ensure ongoing compliance with all 340B requirements.

D. The MDHHS-DHSP and grant-funded covered entities maintain auditable records demonstrating
compliance with the 340B Program.
a. These reports are reviewed by MDHHS-DHSP and its Pharmacy Benefits Manager
guarterly and upon request as part of its 340B oversight and compliance program.

V. Definitions

Definitions of terms may be found in [Appendix: 340B Glossary of Terms].

V. References

Each section includes other references to Policies and Procedures, 340B Glossary of Terms, HRSA
website, etc.

VI. Policy Review, Update, and Approval:

These written policies and procedures will be amended and approved by MDHHS-DHSP staff and the
340B Oversight Committee whenever there is a clarification, or change, in the rules, regulations, or
guidelines to the 340B Program requirements. Otherwise, the policy will be reviewed and approved
annually.
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VII.  Covered Entity Eligibility

Policy: MDHHS-DHSP and grant-funded covered entities must meet the requirements of 42 USC
§256b(a)(4)(C) to be eligible for enroliment in, and the purchase of medication through, the 340B
Program.

Purpose: To ensure MDHHS-DHSP and grant-funded covered entities eligibility to participate in the
340B Program

Definitions: Covered outpatient drug: Defined in Section 1927(k) of the Social Security Act
(https://www.ssa.gov/OP_Home/ssact/title19/1927.htm).

Procedure:
1. The basis for 340B eligibility for the MDHHS-DHSP is determined by the receipt of federal
grant dollars awarded by the Center for Disease Control and Prevention (CDC). All grant-
funded covered entities must have a contract with the MDHHS-DHSP.

2. The MDHHS-DHSP has identified locations where it dispenses or prescribes 340B medication
(e.g. within the four walls of the covered entity).

a. Grant-funded covered entities should maintain auditable records, policies, and
procedures related to the definition of covered outpatient drug that is consistent with the
340B statute and Social Security Act. All entities must agree to participate in compliance
monitoring activities of their 340B Program. Refer to MDHHS-DHSP Policy and
Procedure “340B Program Compliance Monitoring/Reporting.”

a. Currently, the MDHHS-DHSP and grant-funded covered entities are not using contract
pharmacies for STD 340B programming purposes.

b. Grant-funded covered entities must agree to both federal and state legislation that
govern the 340B program.

3. The MDHHS-DHSP ensures that the 340B OPAIS is complete, accurate, and correct for all
340B eligible locations. Refer to MDHHS-DHSP Policy and Procedure “340B Program
Enrollment, Recertification, and Change Request.”

4. The MDHHS-DHSP informs HRSA immediately of any changes to its Medicaid information by
updating the 340B OPAIS Medicaid Exclusion File.
a. MDHHS-DHSP prohibits grant-funded covered entities from billing private insurances or
Medicaid for 340B medication provided in-kind from MDHHS-DHSP.

5. The MDHHS-DHSP annually recertifies all grant-funded covered entity’s information on 340B
OPAIS. Refer to MDHHS-DHSP Policy and Procedure “340B Program Enrollment,
Recertification, and Change Request.”
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VIIl.  340B Program Enrollment, Recertification, and Change Requests

Policy: Eligible entities must maintain the accuracy of 340B OPAIS and be actively registered to
participate in the 340B Program.

Purpose: To ensure that the MDHHS-DHSP and grant-funded covered entities are registered
appropriately on 340B OPAIS and maintain accurate records

References: 340B Drug Pricing Program: Grantee Registration Instructions
https://www.hrsa.gov/opa/registration/index.html

340B Program Registration Dates:

January 1-January 15 for an effective start date of April 1
April 1-April 15 for an effective start date of July 1

July 1-July 15 for an effective start date of October 1
October 1-October 15 for an effective start date of January 1

Procedures:

Initial Enrollment

1. MDHHS-DHSP and grant-funded covered entities are eligible to participate in the 340B
Program [Refer to MDHHS-DHSP Policy and Procedure “Covered Entity Eligibility”].

2. MDHHS-DHSP identifies upcoming registration dates and deadlines.

3. MDHHS-DHSP is identified as the authorizing official. MDHHS-DHSP grant-funded covered
entities serve as the clinic primary contact.

4. MDHHS-DHSP has the required documents/contracts available.

a. The documents/contracts include a federal grant number.

5. MDHHS-DHSP Authorizing Official completes registration on 340B OPAIS

(https://340bopais.hrsa.gov/).

Recertification Procedure
1. MDHHS-DHSP identifies upcoming registration dates and deadlines.
2. MDHHS-DHSP is identified as the authorizing official. MDHHS-DHSP grant-funded covered
entities serve as the clinic primary contact.
3. MDHHS-DHSP emails grant-funded covered entities to review their information in OPAIS.

a. MDHHS-DHSP grant-funded covered entities must review address, primary contact
information, Medicaid billing status, and their current grant number in the HRSA OPAIS
database.

4. MDHHS-DHSP grant-funded covered entities review, update, and submit any changes to
MDHHS-DHSP staff.

5. MDHHS-DHSP Authorizing Official annually completes the recertification process for all grant-
funded covered entities on 340B OPAIS.

a. MDHHS-DHSP submits specific recertification questions to
340b.recertification@hrsa.gov.

6. Submit documentation of recertification to MDHHS-DHSP within 48 hours of completion.



http://www.hrsa.gov/opa/registration/index.html
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Procedure for Changes to MDHHS-DHSP Information in 340B OPAIS
1. MDHHS-DHSP grant-funded covered entities will immediately notify HRSA of any changes to
their grant status, changes to their information on 340B OPAIS, or other such changes. Refer
to MDHHS-DHSP Policy and Procedure “Covered Entity Eligibility.”
2. MDHHS-DHSP, in turn, notifies HRSA immediately of any changes to grant-funded covered
entity’s grant status or other such changes.
a. MDHHS-DHSP and grant-funded covered entity will stop the purchase of 340B
medication as soon as the grant-funded covered entity loses 340B Program eligibility
(i.e. through a grant status change).
3. The authorizing official for the MDHHS-DHSP will complete the online change request as soon
as a change in eligibility is identified.
a. MDHHS-DHSP will expect changes to be reflected within two weeks of submission of
the changes/requests.
4. Submit documentation of changes to MDHHS-DHSP within 48 hours of completion
a. Grant-funded covered entity and MDHHS-DHSP will discuss changes and impact on
relationships.
5. MDHHS-DHSP will provide final determination on status in the program as a result of changes,
when applicable.
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IX. Patient Eligibility/Definition

Policy: Per the Final Notice Regarding Section 602 of the Veterans Health Care Act of 1992 Patient
and Entity Eligibility, 340B medication are to be provided only to individuals eligible to receive 340B
medication from covered entities.

Purpose: To ensure that 340B medication are dispensed/administered/prescribed only to eligible
patients

Definitions:
Administer: Give medication to an individual, typically in a clinic, based on a health care
provider’s order.

Dispense: Provide medication, typically in clinic, based on a health care provider’s order to be
administered to a patient.

Outpatient status: A patient who receives screening, testing, and/or treatment of an STD
without being admitted into a hospital.

Prescribe: Provide a prescription for medication to an individual to be filled at an outpatient
pharmacy.

Procedure:
Note: Covered entities need to ensure that the following 340B eligibility determination filters are
implemented:

Covered Consistent -
i Eligible : Patient Entity- with scope of E"glble
gUtpatlent Service Olg& ?ﬂgm Health Prescriber grant for 340B
rug Order/ Location Record Relationship (grantees Drug
Prescription Sy

2. MDHHS-DHSP validates site/service eligibility. Refer to MDHHS-DHSP Policy and Procedure
“Covered Entity Eligibility.”
3. MDHHS-DHSP grant-funded covered entities determine patient status.
a. Patient must be in outpatient status at the time the medication is
dispensed/administered (depending on the outpatient status definition in MDHHS-
DHSP policies and procedures).
1. Outpatient status is determined by the grant-funded covered entity
reviewing medical records for the patient.
4. MDHHS-DHSP grant-funded covered entities verify records of an individual’s health care in
their own electronic medical records (EMRS).

8
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a. MDHHS-DHSP and/or its Pharmacy Benefits Manager conduct compliance monitoring
on an annual basis.

b. Referto MDHHS-DHSP Policy and Procedure “340B Program Compliance
Monitoring/Reporting.”

5. MDHHS-DHSP determines provider eligibility.

a. Provider is either employed by the grant-funded covered entity or provides health care
under contractual or other arrangements (e.g. referral for consultation) such that the
responsibility for the care provided remains with the covered entity.

b. MDHHS-DHSP maintains an eligible provider list gathered from the HRSA OPAIS

database.
i. MDHHS-DHSP partners with its Pharmacy Benefits Manager to maintain eligible
provider list.

6. MDHHS-DHSP and grant-funded covered entities determine that the individual receives a
health care service from the covered entity consistent with the service for which grant funding
has been provided to the entity.

a. Referto MDHHS-DHSP Policy and Procedure “340B Program Compliance
Monitoring/Reporting.”

7. MDHHS-DHSP prohibits grant-funded covered entities from billing private insurances or
Medicaid for 340B medication provided in-kind from MDHHS-DHSP.

a. Referto MDHHS-DHSP Policy and Procedure “340B Program Compliance
Monitoring/Reporting.”

8. In the event of an issue or challenge, information from the grant-funded covered entity should

be reported to MDHHS-DHSP and/or its Pharmacy Benefit Manager.




S | 340B

Policy and Procedure Manual Apexus: Prime Vendor
Michigan Department of Health and Human Services — PROGRAM
Division of HIV and STD Programs 340B Medication program

X. Expedited Partner Therapy (EPT)

Policy: 340B medication may be used for the purposes of Expedited Partner Therapy (EPT) to
ensure that partner(s) of eligible patients are treated and to prevent secondary infection.

Purpose: To ensure that MDHHS-DHSP grant-funded covered entities are able to dispense
/prescribe 340B medication to partner(s) of eligible patients when carrying out EPT

According to the CDC, EPT is a useful option to facilitate partner management, particularly for
treatment of male partners of women with chlamydial infection or gonorrhea. Public act 525 of 2014
authorized the use of EPT for certain sexually transmitted diseases in the State of Michigan.

Definitions:

Dispense: Provide medication, typically in clinic, based on a health care provider’s order to be
administered to a patient.

EPT: a legal statue in Michigan that enables clinicians to provide patients with medication or a
prescription to deliver to their sex partner(s).

Partner: The sexual partners of an eligible patient who may be untreated.

Prescribe: Provide a prescription for medication to an individual to be filled at an outpatient
pharmacy.

Procedure:
1. MDHHS-DHSP grant-funded covered entities determine that the eligible patient meets the
patient eligibility/definition.
a. Referto MDHHS-DHSP Policy and Procedure “Patient Eligibility/Definition.”
2. MDHHS-DHSP grant-funded covered entities determine that in order to effectively treat the
eligible patient, EPT must be administered to the partner(s) of the eligible patient.
a. According to the MDHHS EPT Guidance for Healthcare Providers, EPT should not be
used for the following:
i. In cases of suspected child abuse or sexual assault
ii. In situations where a patient’s safety is in question
lii. For partners with known allergies to antibiotics
iv. For patients who are co-infected with STDs other than chlamydia or
gonorrhea
v. For treating gonorrhea among men who have sex with men
3. MDHHS-DHSP grant-funded covered entities dispense/administer/prescribe 340B medication
to partner(s) of eligible patient.
4. Instances of medication dispensed for the purposes of EPT must be documented in the STD
340B Medication Log that is submitted to the Pharmacy Benefits Manager.
a. Inthe STD 340B Medication Log, instances of medication dispensed for the purposes of
EPT must be logged with “EPT” documented in the “notes” column.

10
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I. The Patient ID/Chart # should be filled out with the patient’'s name and not the
partner's name.
b. Referto MDHHS-DHSP Policy and Procedure “340B Program Compliance
Monitoring/Reporting.”

11



A |340B

Policy and Procedure Manual
Michigan Department of Health and Human Services —
Division of HIV and STD Programs 340B Medication program

XI. Prevention of Duplicate Discounts

Policy: 42 USC §256b(a)(5)(A)(i) prohibits duplicate discounts; that is, manufacturers are not
required to provide a discounted 340B price and a Medicaid drug rebate for the same drug. Covered
entities must have mechanisms in place to prevent duplicate discounts. MDHHS-DHSP prohibits
grant-funded covered entities from billing private insurances or Medicaid for 340B medication
provided in-kind from MDHHS-DHSP.

Purpose: To ensure that MDHHS-DHSP and grant-funded covered entities are preventing duplicate
discounts and clarify how MDHHS-DHSP-provided medication provided in-kind to a grant-funded
covered entity may be used

References: Medicaid Provider Manual (http://www.mdch.state.mi.us/dch-
medicaid/manuals/MedicaidProviderManual.pdf)

Procedure: MDHHS-DHSP grant-funded covered entities may not bill private insurance or Medicaid
for STD 340B medication provided in-kind from MDHHS-DHSP.

If a MDHHS-DHSP grant-funded covered entity elects to purchase 340B medication outside of the
STD 340B medication provided in-kind from MDHHS-DHSP, they may choose to dispense 340B
medication to Medicaid patients (carve-in) OR purchase medication for Medicaid patients through
other mechanisms (carve-out). The covered entity should develop their own policies and procedures
for how this is done.

12
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Xll.  340B Program Roles and Responsibilities

Policy: Covered entities participating in the 340B Program must ensure program integrity and
compliance with 340B Program requirements.

Purpose: To identify MDHHS-DHSP key stakeholders and determines their roles and responsibilities
in maintaining 340B Program integrity and compliance.

Procedure:

1. MDHHS-DHSP key stakeholders involved with MDHHS-DHSP 340B Program include its
Pharmacy Benefits Manager and grant-funded covered entities.

2. MDHHS-DHSP key stakeholders’ roles and responsibilities with MDHHS-DHSP 340B Program
are ensuring that grant-funded covered entities meet compliance requirements of program
eligibility, patient definition, 340B drug diversion, and duplicate discounts via ongoing
multidisciplinary teamwork.

3. MDHHS-DHSP has established a 340B Oversight Committee that is responsible for the

oversight of the 340B Program, or other similar oversight process, including that the

committee:

a. Meets on a regular basis (quarterly after spreadsheet is submitted).
b. Reviews 340B rules/regulations/guidelines to ensure consistent
policies/procedures/oversight throughout the entity.

Identifies activities necessary to conduct comprehensive reviews of 340B compliance.

d. Ensure that the organization meets compliance requirements of program eligibility,
patient definition, 340B drug diversion, and duplicate discounts via ongoing
multidisciplinary teamwork.

e. Integrate departments such as information technology, legal, pharmacy, compliance,
and patient financial services to develop standard processes for contract/data review to
ensure program compliance.

f. Oversees the review process of compliance activities, as well as taking corrective
actions based on findings.

g. 340B Oversight Committee assesses if the results are indicative of a material breach
(Refer to MDHHS-DHSP Policy and Procedure “340B Non-Compliance/Material
Breach”).

h. Reviews and approves work group recommendations (process changes, self-monitoring
outcomes and resolutions).

o

The following MDHHS-DHSP staff are potential key players in the 340B Program, including
governance and compliance, and should be standing members of the 340B Oversight Committee.
MDHHS-DHSP will identify who serves as the entity’s authorizing official and primary contact for the
340B Program. These individuals should be the sponsors of the 340B Oversight Committee.

13
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MDHHS-DHSP Authorizing Official:

1.

4.

Responsible as the authorizing official in charge for the compliance and administration of the
program

2. Responsible for attesting to the compliance of the program through recertification
3.

Responsible as the authorizing official in charge for the compliance and administration of the
program in many cases
Accountable agent for 340B compliance

MDHHS-DHSP Grant-Funded Covered Entities primary contact:

1.

Potentially responsible for attesting and updating information for the compliance of the
program through recertification

2. Accountable agent for 340B compliance
3.
4. Day-to-day manager of the 340B Program

Often responsible as the primary contact for the 340B Program

MDHHS 340B Program Technician:

1.
2.

5.

Develop proper 340B quality assurance training for employees as appropriate
Provide proactive education to staff on policies and procedures related to inventory
management and 340B procedures

3. Be involved in any and all 340B audits
4.

Develop reports that can be used to educate staff and assist management in tracking the
overall financial impact to the organization

Build other reports, as appropriate, to monitor and improve 340B Program compliance and
performance

MDHHS-DHSP Grant-funded Covered Entities:

aogkrwhPE

o

Monitor any changes in clinic eligibility/information

Responsible for maintaining documentation of policies and procedures

Manages purchasing, receiving, and inventory control processes

Performs annual inventory and monthly cycle counts

Responsible for communication of all changes to Medicaid or other reimbursement for
pharmacy services/products that affect 340B status

Provides and ensures access to historical data to make them available to auditors when
audited

Responsible for segregation, removal, and/or return of 340B medication, including reverse
distributor transactions

Provides and ensures access to data for compliant identification of outpatient utilization for
eligible patients

Pharmacy Benefits Manager:

1.

Day-to-day manager of the 340B Program

14
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aokrwn

No

8.

9.

Responsible for maintenance and testing of tracking software

Maintains system databases to reflect changes in the drug formulary or product specifications
Manages purchasing, receiving, and inventory control processes

Continually monitors product minimum/maximum levels to effectively balance product
availability and cost-efficient inventory control

Ensures appropriate safeguards and system integrity

Ensures compliance with 340B Program requirements for qualified patients, medication,
providers, vendors, payers, and locations

Reviews and refines 340B cost savings report, detailing purchasing, and replacement
practices as well as dispensing patterns

Defines process and access to data for compliant identification of outpatient utilization for
eligible patients

10. Defines process for compliant identification of outpatient utilization for eligible patients

11. Monitors ordering processes, integrating most current pricing from wholesaler

12. Develop report detailing purchasing, and replacement practices as well as dispensing patterns
13. Ensures compliance with 340B Program requirements for qualified patients, medication,

providers, vendors, payers, and locations

14.Ensures appropriate safeguards and system integrity
15. Maintains system databases to reflect changes in the drug formulary or product specifications
16. Aware of products covered by 340B

MDHHS-DHSP Warehouse:

1.
2.

Manages purchasing, receiving, and inventory control processes
Continually monitors product minimum/maximum levels to effectively balance product
availability and cost-efficient inventory control

3. Performs annual inventory and monthly cycle counts
4.
5. Responsible for segregation, removal, and/or return of 340B medication, including reverse

Analyzes invoices, shipping, and inventory processes

distributor transactions

MDHHS-DHSP 340B Program Oversight Committee:

1.

No O kwN

©

Maintain knowledge of the policy changes that affect the 340B Program, including, but not
limited to, HRSA rules and Medicaid changes

Responsible for documentation of policies and procedures

Develop, review, and refine 340B Program cost savings report

Designs and maintains an internal audit plan of the compliance of the 340B Program

Designs the annual plan to cover all changes in the 340B Program from the preceding year
Defines process for compliant identification of outpatient utilization for eligible patients
Responsible for ordering all medication from the specific accounts as specified by the process
employed

Monitors ordering processes, integrating most current pricing from wholesaler

15
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XIll.  340B Program Education and Competency

Policy: Program integrity and compliance are the responsibility of all 340B key stakeholders.
Ongoing education and training are needed to ensure that these 340B key stakeholders have the
knowledge to guarantee compliant 340B operations.

HRSA's Program Integrity guiding principles are to maximize oversight reach and manage
compliance risks. Efforts to follow these principles include audits of covered entities and
manufacturers to enforce requirements for these stakeholders. Other efforts include annual
recertification to give covered entities an opportunity to review their 340B Drug Pricing Program
(340B Program) responsibilities and re-attest to being currently in full compliance. HRSA performs
program integrity checks regarding eligibility requirements and documentation necessary to
demonstrate compliance.

Purpose: To establish 340B education and competency requirements for MDHHS-DHSP 340B key
stakeholders based on their roles and responsibilities in the 340B Program

Procedure:

1. MDHHS-DHSP determines the knowledge and educational requirements for each 340B
Program role (Refer to [MDHHS Division of HIV and STD Program’s Policy and Procedure
“340B Program Roles and Responsibilities™]).

2. 340B key stakeholders complete initial basic training upon appointment to role.

a. Waitch 1ntroduction to the 340B Drug Pricing Program’

b. Complete OnDemand modules on the Apexus website

c. Attend 340B University (available online or in person)

d. Read any associated 340B policies that the 340B program maintains

e. Attend 340B related training opportunities or meetings provided within the division

3. MDHHS-DHSP provides educational updates and training, as needed (e.g. 340B policy
changes, updates in HRSA guidance, MDHHS Policy updates, etc.).

4. Training and education records are maintained per organizational policy and available for
review.

5. MDHHS-DHSP will conduct annual verification of 340B program competency via an annually
distributed acknowledgement of and adherence to policies and procedure form. All MDHHS-
DHSP grant-funded covered entities must complete and return this form on an annual basis.

16
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XIV. Inventory Management

Policy: MDHHS-DHSP grant-funded covered entities must be able to track and account for all 340B
medication to prevent diversion.

Purpose: To ensure the proper procurement and inventory management of 340B medication

Background:
340B inventory is procured and managed by MDHHS-DHSP and Pharmacy Benefits Manager in the
following settings:

e MDHHS-DHSP Grant-funded covered entity clinic site

e MDHHS warehouse

Inventory methods for each of the above areas shall be described within this inventory management
policy and procedure.

If the grant-funded covered entity has 340B medication provided in-kind from MDHHS-DHSP and
medication purchased by the grant-funded covered entity outside of 340B, then they must maintain
physically separated 340B and non-340B inventory.

Clinicians dispense 340B medication only to patients meeting all the criteria in [Refer to MDHHS-
DHSP Policy and Procedure “Patient Eligibility/Definition.”

Procedure:
1. MDHHS-DHSP places the order for 340B medication with a wholesaler company, which then
transmits the order to a registered 340B manufacturer.

a. Covered entities are required to submit their 340B Medication Inventory reports to the
Pharmacy Benefit Manager on a quarterly basis. The Pharmacy Benefit manager
shares these reports with MDHHS-DHSP.

b. For a visual of the 340B Program Supply Chain Process, please see Appendix [7].

2. 340B Manufacturer ships the medication to the warehouse. The Pharmacy Benefit Manager
confirms medication orders and 340B covered entity actual medication needs.

a. The warehouse distributes medication to MDHHS-DHSP covered entities.

3. MDHHS-DHSP covered entities maintain physical inventory (both 340B and non-340B
medication) in their certified locations.

a. MDHHS-DHSP covered entities identify all 340B and non-340B accounts used for
purchasing medication in each practice setting.

b. MDHHS-DHSP covered entities separate 340B inventory from non-340B inventory.

c. MDHHS-DHSP covered entities perform monthly inventory reviews and shelf
inspections of periodic automatic replenishment (PAR) levels to determine purchase
order.

d. MDHHS-DHSP covered entities place 340B and non-340B drug orders at minimum
once every two months. This ordering frequency may change based on inventory
review.
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e. For 340B orders, the primary contact at the covered entity sends the medication order
form to the contact at Pharmacy Benefits Manager.

f. Pharmacy Benefits Manager contact edits purchase order based on current inventory,
warehouse inventory, and usage.

i. The STD 340B Medication Inventory Spreadsheet provides insight into this daily
inventory review.

g. The MDHHS-DHSP covered entity medication order is approved by the Pharmacy
Benefits Manager with MDHHS-DHSP oversight.

h. Once approved, the medication order is sent back to the MDHHS warehouse to fulfill
the order.

i. For non-340B orders or 340B orders outside of what is provided by MDHHS-DHSP, the
primary contact at the MDHHS-DHSP covered entity places the order through their own
medication supplier.

i. MDHHS-DHSP is not involved in the ordering of non-340B orders nor in 340B
orders placed independently by MDHHS-DHSP covered entities.

J. MDHHS-DHSP covered entities receive shipment.

i. Medication are typically shipped within the week after ordering via medication
order form and approval via Pharmacy Benefits Manager.

k. MDHHS-DHSP covered entities verify quantity received with quantity ordered.

i.  Identify any inaccuracies.

ii. Resolve inaccuracies via email to MDHHS-DHSP and Pharmacy Benefits

Manager contact.
iii.  Document resolution of inaccuracies in the medication log.

. MDHHS-DHSP covered entities maintain records of 340B-related transactions for an
indefinite period in a readily retrievable and auditable format.

i. MDHHS-DHSP covered entities submit reports on a quarterly basis by the 10% of
the month. These reports are reviewed by Pharmacy Benefits Manager quarterly
as part of its 340B oversight and compliance program.

1. Refer to MDHHS-DHSP Policy and Procedure “340B Program
Compliance Monitoring/Reporting.”

Wasted 340B Medication

1. MDHHS-DHSP grant-funded covered entities are encouraged to not waste any 340B ordered
medication.

a. If a covered entity identifies extra, almost expiring, or unnecessary 340B medication in
their clinic, they must contact the warehouse to return the medication.

b. All covered entities must report any 340B medication transfers to other entities via the
340B Medication Log.

2. If there are wasted or destroyed medication not administered to the patient, MDHHS-DHSP
grant-funded covered entities clinician staff communicates wastage to the Pharmacy Benefits
Manager and MDHHS-DHSP staff.

3. MDHHS-DHSP may need to replace medication through an appropriate purchasing account.
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XV. 340B Noncompliance/Material Breach

Policy: Covered entities are responsible for contacting MDHHS-DHSP and HRSA within 24 hours of
any material breach by the covered entity or any instance of noncompliance with any of the 340B
Program requirements.

Purpose: To define MDHHS-DHSP material breach of 340B compliance and self-disclosure process.
Definitions:

Material breach is a significant case(s) of missing or diverted medication, ineligible recipients, or
duplicate discounts.

Materiality: A convention within auditing/accounting pertaining to the importance/significance of an
amount, transaction, and/or discrepancy.

Threshold: The point that must be exceeded, as defined by the covered entity, resulting in a material
breach.

Reference:

340B PVP Education Tool: Defining Material Breach Documentation Tool
https://docs.340bpvp.com/documents/public/resourcecenter/establishing-material-breach-
threshold.docx

340B PVP Education Tool: Self-Disclosure to HRSA and Manufacturer Template
https://docs.340bpvp.com/documents/public/resourcecenter/self-disclosure-to-hrsa-and-
manufacturer-template.docx

Procedure:

1. MDHHS-DHSP established thresholds for what constitutes a material breach of 340B Program

compliance is 10% of the total 340B inventory or 10% of an audit sample.
a. MDHHS-DHSP ensures that identification of any threshold variations occurs among all
its 340B settings.

2. Violations identified through internal self-audits, independent external audits, or otherwise that
meet or exceed the noted threshold will be immediately reported to HRSA and applicable
manufacturers.
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XVI.  340B Program Compliance Monitoring/Reporting

Policy: Covered entities are required to maintain auditable records demonstrating compliance with
the 340B Program requirements.

Covered entities are also required to receive compliance monitoring visits by MDHHS-DHSP and/or
its Pharmacy Benefit Manager at minimum once per year.

Purpose: To provide an internal monitoring program to ensure comprehensive compliance with the
340B Program

Procedure:

1. MDHHS-DHSP develops an annual internal audit plan approved by the internal compliance
officer or as determined by organizational policy.

2. MDHHS-DHSP reviews 340B OPAIS to ensure the accuracy of the information for all site
locations.

3. Pharmacy Benefits Manager reconciles purchasing records and dispensing records quarterly
to ensure that covered outpatient medication purchased through the 340B Program are
dispensed or administered only to patients eligible to receive 340B medication and that any
variances are not the result of diversion.

a. Pharmacy Benefits Manager is responsible for sending documentation of reconciliation
purchasing records and dispensing records to MDHHS-DHSP to ensure that covered
outpatient medication receive 340B medication and that any variances are not the result
of diversion.

4. MDHHS-DHSP and grant-funded covered entities reconcile dispensing records to patients’
health care records to ensure that all medication dispensed were provided to patients eligible
to receive 340B medication. MDHHS-DHSP will select 20 records from a drug utilization file
and perform the audit twice annually.

5. MDHHS-DHSP and its PBM will select two contract partner entity sites for audit annually. This
many be conducted jointly with other MDHHS programs.

a. Selection of sites for audit may be random or may be tied to risk concerns related to
past issues in proving continuing compliance with 340B medication program
requirements.

b. Sites will be notified of audit 30 days prior to audit visit.

c. MDHHS-DHSP reserves the right to conduct more frequent site visits to covered entity
locations within one grant year.

6. MDHHS-DHSP 340B Oversight Committee reviews the internal audit results and shares the
findings with the contracted entity. A final summary of the compliance audit will be providedto
each entity. Corrective action plans will be providing within the summary, whenever,
applicable.

a. Assess whether audit results are indicative of a material breach. Refer to MDHHS-
DHSP Policy and Procedure “340B Non-Compliance/Material Breach.”

7. MDHHS-DHSP maintains records of 340B-related transactions for a period of an indefinite
period in a readily retrievable and auditable format.
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Appendix [1]: 340B Program Organizational Structure

US Department of Health and Human Services

Health Resource Services

340B Manufacturer

Michigan Deptment of Health and Human Services
Division of HIV and STD Programs 340B Medication Program

Cardinal Health

Script Guide Rx Health
Pharmacy Benefits Manager

Warehouse

Wholesaler
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Appendix [2]: Entity Data on 340B OPAIS

Coverad Entity Details Covered Entity Address

Last Recertification
Grant Number 3408 ID Date Nature Of Support Entity Name Address 1 Address 2 City State Zip Second Zip
Direct Funding (dollars received
from COC or an intermediate  ALLEGAN COUNTY HEALTH

NH25PS0D5170 STDAs0L0 6/9/2019 organization) DEPARTMENT 3255 122ND AVE, SUITE 200 ALLEGAN Mt 49010
Direct Funding {dollars received
from COC oran di Arab ¢ ity Center for

NH25PS005170 STDA8L20 6/10/2018 organization) Economic and Social Services 2651 Sauline Court Dearborn M 48120 1556
Direct Funding |dollars recelved
from COCoran di Arab © ity Center for

NH25PS005170 STD4B120 6/10/2019 organization) Economic and Social Services 2651 Sauline Court Dearborn Mi 43120 1556
Direct Funding {dollars received
from COC or an i i Arab ¢ ity Center for

NH25PS005170 STDA8120 6/10/2019 organization) Economic and Social Services 2651 Sauline Court Dearborn M 48120 1556
Direct Funding |dollars received
from COC or an intermediate

NH25PS005170 STD45B132 6/9/2019 organization) BARRY-EATON DUSTRICT HEALTH 1033 HEALTH CARE DRIVE CHARLOTTE M 48813

in-Kind products or services
(see note below; must have
been purchased with section
NH25PS005170 STD48E132 6/9/2019 318 funds) BARRY-EATON DISTRICT HEALTH 1033 HEALTH CARE DRIVE CHARLOTTE M 48813
Direct Funding |dollars received
from COC or an intermediata

NH25PS005170 STDA8708 6/9/2019 organazation) BAY COUNTY HEALTH DEPARTMENT 1200 WASHINGTON AVE BAY CITY M A3708
In-Kind products or services
(see note balow; must have
been purchased with section

NH25PS005170 STDAE708 6/9/2019 318 funds) BAY COUNTY HEALTH DEPARTMENT 1200 WASHINGTON AVE BAY CITY M 48708

in-Kind products or services
{see note below; must have
been purchased with section
NH25PS005170 5TD496174 €/9/2019 318 funds) BENZIE-LEELANAU DISTRICT 6051 FRANKFORT HIGHWAY SUNTE 100 BENZONIA M 496156
in-Kind products or services
{see note below; must have

been purchasad with section

NH25P5005170 STD496174 6/9/2019 318 funds) BENZIE-LEELANAU DISTRICT 6051 FRANKFORT HIGHWAY SUITE 100 BENZONA M 49618
Direct Funding |dollars received
from COC or anintermediate  BERRIEN COUNTY HEALTH

NH25PS005170 5TD43023 5/29/2019 organization) DEPARTMENT 2149 E. Napier Avenus BENTON HARBOR Mi 48022

Direct Funding {dollars received
from COC or an intermediate  BERRIEN COUNTY HEALTH

NH25PS005170 5TD48023 5/29/2019 organization) DEPARTMENT 2149 £ Napier Avenue BENTON HAREOR Ml 48022
Direct Funding (dollars received
from COC or an intermediate . BERRIEN COUNTY HEALTH

NH25PS005170 5TD4s023 5/29/2019 organization) DEPARTMENT 2149 £, Napier Avenug BENTON HARBOR M 4s022
Direct Funding {dollars received
from COC or an intermediate  BRANCH-HILLSDALE-ST JOSEPH

NH25PS005170 STDAS036 6/9/2019 organization) COMMUNITY HEALTH AGENCY 570 N MARSHALL RD COLDWATER M 45036
Direct Funding {dollars recelved
from COC or an intermediate  BRANCH-HILLSDALE-ST JOSEPH

NH25P5005270 STDAS05L €/9/2019 organization) COMMUNITY HEALTH AGENCY 209 W HATCH STREET STURGHS M 45081

Direct Funding |dollars received
from COC or anintermediate  BRANCH-HILLSDALE-ST JOSEPH

NH25PS005170 STD4S0S3 6/9/2019 organazation) COMMUNITY HEALTH AGENCY 1110 HILL STREET THREE RIVERS Ml 45083
Direct Funding {dollars received
from COC or an intermediate  BRANCH-HILLSDALE-ST JOSEPH

NH25PS005170 5TD45242 6/9/2019 crganiation) COMMUNITY HEALTH AGENCY 20 CARE DR HILLSDALE M as242

Direct Funding |dollars received
from COC or an intermediate  CALHOUN COUNTY HEALTH
NH25PS005170 5TDAs014 6/9/2019 organizavion) DEPARTMENT 190 E. MICHIGAN AVE BATTLE CREEX M 45014
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Direct Funding (dollars recelved
from COC or an intermediate  CALHOUN COUNTY HEALTH
NH2595005170 5TD42014 6/9/2019 organization) DEPARTMENT 1090 E. MICHIGAN AVE BATTLE CREEX Mi 43014

Direct Funding (dollars received
from COC or an intermediate  CALHOUN COUNTY HEALTH
NH25P5005170 STDASO14 £/9/2019 organization) DEPARTMENT 190 E. MICHIGAN AVE BATTLE CREEX M 43014
Direct Funding [doliars received
from COC or an intermediate  CALHOUN COUNTY HEALTH

NH25P5005170 STD4S014 6/9/2019 organization) DEPARTMENT 190 E. MICHIGAN AVE BATTLE CREEX M 43014
Direct Funding {dollars received
from COC or an intermediate  CENTRAL MICHIGAN DISTRICT

NH25P5005170 STDAB3SE3 6/7/2019 organization) HEALTH DEPARTMENT 2012 £, PRESTON AVENUE MT. PLEASANT M 43858

Direct Funding {dollars received
from COC or an intermediate  CENTRAL MICHIGAN DISTRICT

NH25P5005170 STDABBS5E3 §/7/2019 organzation) HEALTH CEPARTMENT 2012 €. PRESTON AVENUE MT. PLEASANT M 43858
Direct Funding (dollars received
from COC or an intermediate  CENTRAL MICHIGAN DISTRICT

NH2595005170 STDAZ8583 6/7/2019 organization) HEALTH DEPARTMENT 2012 E. PRESTON AVENUE MT. PLEASANT Mi 43358

Direct Funding (dollars received
from COC or an intermediate  CENTRAL MICHIGAN DISTRICT

NH25P5005170 STD4B8583 €/7/2019 organation) HEALTH DEPARTMENT 2012 E. PRESTON AVENUE MT. PLEASANT M 45553
In-Kind products or services
(see note below; must have
been purchased with section  CHIPPEWA COUNTY HEALTH

NH25P5005170 STDAS783 6/8/2019 318 funds) DEPARTMENT 508 ASHMUN STREET SUITE 120 SAULT SAINTE MARIE M 49753
Direct Funding (dollars received
from COC or an intermediate

NH25P5005170 STD49829 6/9/2019 organization) DELTA MENOMINEE COUNTIES 2020 COLLEGE AVE ESCANABA Mi 49329
Direct Funding (dollars receivad
from COC or an intermediate

NH25P5005170 STDA23SE 6/9/2019 organization) DELTA MENOMINEE COUNTIES 809 TENTH AVE MENOMINEE M 49853
Direct Funding {dollars received
from COC or an intermediate  DICKINSON-IRON DISTRICT HEALTH

NH25P5005170 5TD4SB0Z 6/9/2019 organization) DEPT B18 BYLE DRIVE KINGSFORD Mt 49802
Direct Funding {dollars received
from COC or an intermediate  DICKINSON-IRON DISTRICT HEALTH

NH25P5005170 5TDASE3S 6/9/2019 organization) oEPT 601 WASHINGTON AVENUE IRON RIVER M 49933
Direct Funding {dollars received
from COC or an intermediate

NH25P5005170 STDAB64T 6/9/2019 organization) DISTRICT #2 HEALTH DEPARTMENT 383 5 MT TOM ROAD MIO M 48647

Direct Funding (dollars recelved
from COC or an intermediate

NH25P5005170 5TDABESL 6/8/2019 organization) DISTRICT #2 HEALTH DEPARTMENT 630 PROGRESS ST WEST BRANCH Mi 48661
Direct Funding (dollars received
from COC or an intermediate

NH25P5005170 STDAB764 6/9/2019 organization) DISTRICT #2 HEALTH DEPARTMENT 420 W LAKE 5T TAWAS CITY M 45764
Direct Funding {dollars received
from COC or an intermediate

NM25P5005170 5TD4S349 6/9/2019 organization) DESTRICT HEALTH DEPARTMENT #10 1049 NEWELL 5T WHITE CLOUD M 48349
Direct Funding {dollars received
from COC or an intermediate

NH25P5005470 STDA2349 6/8/2019 organization) DISTRICT HEALTH DEPARTMENT #10 1049 NEWELL 5T WHITE CLOUD M 49348
Direct Funding {dollars received
from COC or an intermediate

NH25P5005170 5TD42342 6/9/2019 organization) DISTRICT HEALTH DEPARTMENT #10 1049 NEWELL 57 WHITE CLOUD L0 49349
Direct Funding (dollars received
from COC or an intermediate

NH2595005170 5TD48349 6/9/2019 organization) DISTRICT HEALTH DEPARTMENT #10 1049 NEWELL 5T WHITE CLOUD Mi 49348
Direct Funding (dollars received
from COC or an intermediate

NH25P5005170 STDAS349 6/9/2019 organization) DISTRICT HEALTH DEPARTMENT #10 1049 NEWELL 5T WHITE CLOUD M 48348
Direct Funding {dollars received
from COC or an intermediate

NH25P5005170 STDAS349 6/8/2019 organization) DISTRICT HEALTH DEPARTMENT #10 1049 NEWELL 5T WHITE CLOUD M 49349
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Direct Funding |dollars received

from COC or an intermediate

NH25PS005170 5TD43248 6/9/2018 organzation)

Direct Funding (dollars received

from COC or an intermediata

NH25PS005170 STD45343 6/9/2019 organization)

Direct Funding [dollars received

from COC or an intermediate

NH25PS005170 STDAs349 6/9/2019 organization)

Direct Funding (dollars received

from COC or an intermediate
€/9/2019 organization)

in-Kind products or services

{see note below; must have

been purchased with section
6/9/2019 318 funds)

in-Kind products or services

{see note balow; must have

been purchased with section
6/9/2019 318 funds)

In-Kind products or services

{see note below; must have

been purchased with section
6/9/2019 318 funds)

in-Kind products or services

{see note below; must have

been purchased with section
6/9/2019 318 funds)

in-Kind products or services

(see note balow; must have

been purchased with section
6/9/2019 318 funds)

in-Kind products or services

(see note below; must have

been purchased with section
6/5/2019 318 funds)

in-Kind products or services

{see note below; must have

beaen purchased with section
6/8/2018 318 funds)

in-Kind products or services

{see note below; must have

been purchased with section
6/9/2019 318 funds)

in-Kind products or services

{see note balow; must have

been purchased with section
€/9/2019 318 funds)

In-Kind products or services

{see note below; must have

been purchased with section
6/9/2019 318 funds)

in-Kind products or services

{see note below; must have

been purchased with section
6/9/2019 318 funds)

in-Kind products or services

(see note balow; mast have

been purchased with section
6/9/2019 318 funds)

in-Kind products or services

(see note below; must have

been purchased with section
6/9/2019 318 funds)

NH25PS005170 STD48349

NH25PS005170

STD4S349

NH25PS005170

STD95348

NH25P5005170

STDA%345

NH25PS005170

STD45348

NH25PS005170

STD48348

NH25P5005170

STD45249

NH2595005170

STD45349

NH25PS005170

STD453435

NH25PS005470

STD4S348

NH25PS005170

STDAS349

NH25PS005170

STD45707

NH25PS005170

STD48707

NH25PS005170 STD43707

DISTRICT HEALTH DEPARTMENT #10 1049 NEWELL ST
DISTRICT HEALTH DEPARTMENT #10 1049 NEWELL 5T
DISTRICT HEALTH DEPARTMENT #10 1049 NEWELL ST

DISTRICT HEALTH DEPARTMENT #10 1049 NEWELL ST

DISTRICT HEALTH DEPARTMENT #10 1049 NEWELL 5T

DISTRICT HEALTH DEPARTMENT #10 1049 NEWELL 5T

DISTRICT HEALTH DEPARTMENT #10 1049 NEWELL ST

DISTRICT HEALTH DEPARTMENT #10 1049 NEWELL 5T

DISTRICT HEALTH DEPARTMENT #10 1049 NEWELL ST

DISTRICT HEALTH DEPARTMENT #10 1048 NEWELL 5T

DISTRICT HEALTH DEPARTMENT #10 1049 NEWELL ST

DISTRICT HEALTH DEPARTMENT #10 1049 NEWELL 5T

DISTRICT HEALTH DEPARTMENT #10 1049 NEWELL 5T

DISTRICT HEALTH DEPARTMENT #10 1049 NEWELL 5T

DISTRICT HEALTH DEPARTMENT #4 100 WOODS CIRCLE

DISTRICT HEALTH DEPARTMENT #4 100 WOODS CIRCLE

DISTRICT HEALTH DEPARTMENT #4 100 WOODS CIRCLE
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WHITE CLOUD
WHITE CLOUD
WHITE CLOUD

WHITE CLOUD
WHITE CLOUD
WHITE CLOUD
WHITE CLOUD
WHITE CLOUD
WHITE CLOUD
WHITE CLOUD
WHITE CLOUD
WHITE CLOUD
WHITE CLOUD
WHITE CLOUD
ALPENA

ALPENA

ALPENA

340B

Prime Vendor
PROGRAM™

M

M

M

Ml

Michigan Department of
Division of HIV and STD

49343
49348
49345

4s3as
4934as
45345
49348
49348
49348
49348
49343
49345
49345
49345
4707
49707

49707
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NH25P5005170

NH25PS005170

NH25PS005170

NH25P5005170

NH25P5005170

NH25P5005170

NH25P5005270

NH25P5005170

NH25P5005170

NH25PS005170

NH25PS005170

NH25P5005370

NH25P5005170

NH25P5005170

NH25P5005270

NH25P5005170

NH25P5005170

NH25P5005370

NH25P5005170

NH25P5005170

STDAS707

5TD48502

STDABS529

5TD4gs49

STDA96E6

STDA2EE6

5TDas413

STD4BEOSS

STDAB20S4

5TD458084

STDABBA6L

5TDAS202

STDA2074

STDA9503

STDas44s

STD49221

STDABEA3

5TDABBA2

STD4S781

STDA25S4

In-Kind products or services

(see note balow; must have

been purchased with section
6/9/2019 318 funds})

Direct Funding (dollars received

from COC or an intermediate  GENESEE COUNTY HEALTH
6/9/2019 organization) DEPARTMENT

Direct Funding (dollars received

from COC or an intermediate  GENESEE COUNTY HEALTH
£/8/2019 organization) DEPARTMENT

Direct Funding {dollars received

from COC or an intermediate  GRAND TRAVERSE COUNTY HEALTH

6/9/2019 organization)
Direct Funding (dollars received

DEPARTMENT

from COC or an intermediate  GRAND TRAVERSE COUNTY HEALTH

6/9/2019 organization) DEPARTMENT

Direct Funding |dollars received

from COCor an intermediate  GRAND TRAVERSE COUNTY HEALTH

6/9/2019 organization) DEPARTMENT

In-Kind products or services

(see note below; must have

been purchased with section  HURON COUNTY HEALTH
5/29/2019 318 funds) DEPARTMENT

Cirect Funding (dollars received

from COC or an intermediate
5/29/2019 organization)

Direct Funding [dollars received

from COC or an intermediate
5/29/2019 organization)

INGHAM CO HEALTH DEPT

INGHAM CO HEALTH DEPT

Direct Funding (dollars received
from COC or an intermediate
5/29/2019 organization) INGHAM CO HEALTH DEPT

Direct Funding {dollars received

from COC or an intermediate  JONIA COUNTY HEALTH
6/9/2019 organization) DEPARTMENT

Direct Funding {dollars received

from COC or an intermediate  JACKSON COUNTY HEALTH
6/9/2019 organization) DEPARTMENT

Direct Funding (dollars received
from COC or an intermediate  KALAMAZOO COUNTY HUMAN

€/9/2019 organization) SERV DEPT
Direct Funding [dollars received
from COCor an intermediate  KENT COUNTY HEALTH

6/8/2019 organization)

In-Kind products or services

(see note below; must have

been purchased with section  LAPEER COUNTY HEALTH
6/9/2019 318 funds) DEPARTMENT

Direct Funding (dollars received

from COC or an intermediate  LENAWEE COUNTY HEALTH
€/9/2019 organization) DEPARTMENT

Direct Funding [dollars received

DEPARTMENT

from COCor an intermediate  LIVINGSTON COUNTY DEPARMENT

6/9/2019 organaationj PUBLIC HLTH
In-Kind products or services

(see note below; must have

been purchased with section  LIVINGSTON COUNTY DEPARMENT

6/9/2019 318 funds) PUBLIC HLTH

Direct Funding (dollars received

from COC or an intermediate  LMAS DISTRICT HEALTH
€/9/2019 organization) DEPARTMENT

Direct Funding (dollars received

from COCor an intermediate  LMAS DISTRICT HEALTH

6/9/2019 organaationj DEPARTMENT

CISTRICT HEALTH DEPARTMENT #4

100 WOODS CIRCLE
630 S SAGINAW STREET,
SUITES

G 3373 5 SAGINAW 5T
112 5. BROWNSON AVE

2600 LAFRANIER ROAD

2600 LAFRANIER ROAD

1142 50UTH VAN DYXE
5303 5 CEDAR

5303 5 CEDAR

5303 5 CEDAR

175 £ ADAMS STREET
1715 LANSING AVENUE
311 E. ALCOTT STREET

700 FULLER NE

1300 IMLAY CITY ROAD
1040 S WINTER

2300 € GRAND RIVER AVE

2300 E GRAND RIVER AVE
749 HOMBACH STREET

300 WALNUT 5T
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ALPENA

ELINT

BURTON

KINGSLEY

TRAVERSE CITY

TRAVERSE CITY

BAD AXE

LANSING

LANSING

LANSING

1ONIA

JACKSON

KALAMAZOO

GRAND RAPIDS

LAPEER

ADRIAN

HOWELL

HOWELL

ST IGNACE

MANISTIQUE

Prime Vendor
PROGRAM™

M

M

M

M

Michigan Department of
Division of HIV and STD

43707

43529
49648
49655

49686

43413
43902
43902

43902

aga02
48001

48503

43446
48221

43343

43843
45781

49554
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NH25PS005270

NH25PSD05170

NH25P5005170

NH25PS005170

NH25PSD05170

NH25PS005270

NH25PS005170

NH25PS005270

NH25PS005170

NH25P5005170

NH25PSD05170

NH25P5005170

NH25P5005170

NH25PS005170

NH25P5005470

NH25PS005170

NH25PS005270

NH25PS005170

NH25P5005170

STDASBSE2

STD45BEE

STDAB043

STDaB092

STD458sS

STDA38SS

STD4SESS

STDASESS

STD43855

STD49ESS

STD48510%

STDAgs40

STD48E40

STDABBBEE

STDABERBE

STDAB8888

STDABEBBE

Direct Funding {dollars received

from COC or an intermediate
6/9/2019 organkation)

Dirgct Funding {dollars receivad

from COC or an intermediate
£/9/2019 organization)

Direct Funding (dollars received

from COC or an intermediata

5/28/2019 organization)

Direct Funding |dollars received
from COC or an intermediate

5/25/2019 organization)

Direct Funding {dollars recelved

from COC or an intermediata
6/9/2019 organization)

Direct Funding |dollars received

from COC or an intermediate
6/9/2019 organkation)

Direct Funding {dollars receivad

from COC or an intermediate
£/9/2019 organization)

In-Kind products or services

(see note below; must have

been purchased with section
6/9/2019 318 funds)

In-Kind products or services

(see note below; must have

been purchased with section
6/9/2019 318 funds)

In-Kind products or services

(see note below; must have

been purchased with section
6/9/2019 318 funds)

Direct Funding {dollars received

from COC or an intermediate
§/7/2019 organizavion)

Direct Funding (dollars received

from COC or an intermediate
§/9/2019 organization)

In-Kind preducts or services

(see note below; must have

been purchased with section
6/9/2019 318 funds)

Direct Funding {dollars received

from COC or an intermediate
5/9/2019 organization)

Direct Funding (dollars received

from COC or an intermediate
§/9/2019 organization)

Direct Funding (dollars received

from COC or an intermediate
§/5/2019 organization)

in-Kind preducts or services

(see note below; must have

been purchased with section
6/9/2019 318 funds}

In-Kind products or services

(see note balow; must have

been purchased with section
6/9/2019 318 funds)

In-Kind products or services

(see note below; must have

been purchased with section
5/9/2019 318 funds)

LMAS DISTRICT HEALTH
DEPARTMENT

LMAS DISTRICT HEALTH
DEPARTMENT

MACOME COUNTY HEALTH
DEPARTMENT

MACOMBE COUNTY HEALTH
DEPARTMENT

MARQUETTE COUNTY HEALTH
DEPARTMENT

MARQUETTE COUNTY HEALTH
DEPARTMENT

MARQUETTE COUNTY HEALTH
DEPARTMENT

MARQUETTE COUNTY HEALTH
DEPARTMENT

MARQUETTE COUNTY HEALTH
DEPARTMENT

MARQUETTE COUNTY HEALTH

DEPARTMENT

MICHIGAN DEPT OF COMMUNITY
HEALTH

MIDLAND COUNTY HEALTH
DEPARTMENT
MIDLAND COUNTY HEALTH

DEPARTMENT

MID-MICHIGAN DISTRICT HEALTH
DEPT

MID-MICHIGAN DISTRICT HEALTH
DEPT

MID-MICHIGAN DISTRICT HEALTH
DEPT

MID-MICHIGAN DISTRICT HEALTH
DEPT

MID-MICHIGAN DISTRICT HEALTH
DEPT

MID-MICHIGAN DISTRICT HEALTH
DEPT

E9526 PROSPECT STREET
14150 HAMILTON LAKE
ROAD

43525 ELZABETH

27690 Van Dyke

184 US 41 HWY EAST

184 US 41 HWY EAST

184 US 41 HWY EAST

1B4 US 41 HWY EAST

184 US &1 HWY EAST

1B4 US 41 HWY EAST

SEXUALLY TRANSMITTED
DISEASE SECTION

220 WEST ELLSWORTH
STREET

220 WEST ELLSWORTH
STREET

615 N STATE ROAD
615 N STATE ROAD

615 N STATE ROAD

615 N STATE ROAD

5§15 N STATE ROAD

615 N STATE ROAD
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Apexus:

MUNISING
NEWBERRY
MT. CLEMENS
Warren
NEGAUNEE
NEGAUNEE

NEGAUNEE
NEGAUNEE
NEGAUNEE

NEGAUNEE

108 W. Michigan Avenue LANSING

SUMEL

SUITEL

SUMEL

SUME L

SUITE 1

SUMEL

MIDLAND

MIDLAND

STANTON

STANTON

STANTON

STANTON

STANTON

STANTON

Prime Vendor

PROGRAM™

M

Mi

M

M

M

M

M

Michigan Department of
Division of HIV and STD

4sas2

49888

43043

48083

49888

49386

49868

49868

485913

PR BB

»

3358

A33as

5194

5194
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NH2595005170

NH25PS005170

NH25P5005170

NH25P5005170

NH25P5005170

NH2585005170

NH25PS005170

NH25P5005170

NH25PSD05170

NH25PS005170

NH25P5004333

NH2585004333

NH25P5004333

NH25P5004353

NH25PS004333

NH25P5004333

NH25P5004333

NH25P5004333

NH25P5005170

STD451617

STDA81617

STDAsa4z2

STDA%650

5TDA%720

5TD48735

STDAS740

STD453416

STDa&3416

STD483415

5TD424243

STDasa242

5TD424243

STDa24243

STDA24243

5TDA84243

5TDA24242

5TDAS4243

STD486025

Direct Funding {dollars received
from COC or an intermediste
5/29/2019 organization)
In-Kind products or services
{see note balow; must have
been purchased with section
5/29/2019 318 funds)
Direct Funding (dollars received
from COC or an intermediate
6/9/2019 organazation)
Direct Funding (dollars received
from COC or an intermediats
£/9/2019 organization)
Direct Funding (dollars received
from €OC or an intermediate
£/9/2019 organization)
Direct Funding {dollars received
from COC or an intermediate
6/9/2019 organiation)
Direct Funding {dollars received
from COC or an intermediate
6/9/2019 organization)
Direct Funding (dollars received
from COC or an intermediate
6/9/2019 organization)
Direct Funding (dollars received
from COC or an intermediate
£/9/2019 organization)
Direct Funding {dollars received
from COC or an intermediate
€/8/2019 organization)
Direct Funding {doltars received
from COC or an intermediate
5/22/2019 organization)
Direct Funding {dollars received
from COC or an intermediate
5/22/2019 organization)
Direct Funding (dollars racelved
from COC or an intermediate
5/22/2019 organization)
Direct Funding [dollars received
from COC of an intermediate
5/22/2019 organization)
In-Kind products or services
{see note balow; must have
been purchased with section
5/22/2019 318 funds)
In-Kind products or services
(see note balow; must have
been purchased with section
5/22/2019 318 funds)
in-Kind products or services
{see note balow; must have
been purchased with section
5/22/2019 318 funds)
In-Kind products or services
{see note balow; must have
been purchased with section
5/22/2019 318 funds)
Direct Funding (dallars received
from COC or an intermediate
6/9/2019 organization)

MONROE CO HEALTH DEPT

MONROE CO HEALTH DEPT

MUSKEGON CO HEALTH DEPT

NORTHWEST Mi CHA

NORTHWEST MI CHA

NORTHWEST MI CHA

NORTHWEST MI CHA

OAKLAND CO HEALTH DIVISION

OAKLAND CO HEALTH DIVISION

OAKLAND CO HEALTH DIVISION

OTTAWA CO HEALTH DEFT

OTTAWA CO HEALTH DEPT

OTTAWA CC HEALTH DEPT

OTTAWA CO HEALTH DEPT

OTTAWA CO HEALTH DEPT

OTTAWA CO HEALTH DEPT

OTTAWA CO HEALTH DERT

OTTAWA CO HEALTH DEPT

SAGINAW CO HEALTH DEPT

2353 5. CUSTER RO.

2353 5. CUSTER RD.

200 £. APPLE AVE

205 GROVE 5T

220 W GARFIELD

95 UVINGSTON BLVD

3454 HARBOR PETOSKEY

ROAD

1200 N TELEGRAPH RD

1200 N TELEGRAPH RD

1200 N TELEGRAPH RD

12251 JAMES 5T

12251 JAMES ST

12251 JAMES 5T

12251 JAMES 5T

12251 JAMES ST

12251 JAMES 5T

12251 JAMES 5T

12251 JAMES 5T

1600 N MICHIGAN AVE
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SUTE D-104

DEPT 432

DEFT 432

DEPT 432

SUTTE 400

SUITE 400

SUITE 400

SUITE 400

SUITE 400

SUITE 400

SUTE 400

SUTTE 400

Apexus’

MONROE

MONROE
MUSKEGON
MANCELONA
CHARLEVOIX
GAYLORD

HARBOR SPRINGS

PONTIAC
PONTIAC
HOLLAND
HOLLAND
HOLLAND

HOLLAND
HOLLAND
HOLLAND
HOLLAND

HOLLAND

SAGINAW

340B

Prime Vendor
PROGRAM™

M

M

M

M

M

Michigan Department of
Division of HIV and STD

43161

4%a4z
49659
49720
49733
48740
43341
43341

45341

49424
agaza

48424
agaza
48424
42424

4as424
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in-Kind preducts or services
(see note below; must have
been purchased with section

NH25PS005170 STD4B4718 6/9/2019 318 funds) SANILAC CO HEALTH DEPT 171 DAWSON STREET Suite 123 SANDUSKY Mi 48471
Direct Funding (dollars received
from COC or an intermediate

NH2SPSDOS170 STD4BE171 6/9/2019 organization) SHIAWASSEE COUNTY HEALTH 310 N. SHIAWASSEE STREET CORUNNA L0 483817
Direct Funding (dollars received
from COC or an intermediate

NH25PSD05170 STD4BBL71 6/8/2019 organization) SHIAWASSEE COUNTY HEALTH 310 N. SHIAWASSEE STREET CORUNNA M 43817
In-Kind products or services
(see note below; must have
been purchased with section

NH2525005170 STD4BE171 6/8/2019 318 funds) SHIAWASSEE COUNTY HEALTH 310 N. SHIAWASSEE STREET CORUNNA M 48317
In-Kind products or services
(see note below; must have
been purchased with section

NH25P5005170 STD48B171 6/9/2019 318 funds) SHIAWASSEE COUNTY HEALTH 310 N. SHIAWASSEE STREET CORUNNA Mi 48817
Diract Funding (dollars received
from COC or an intermediate

NH25PSD05170 STD450502 $/29/2019 organization) ST, CLAIR COUNTY HEALTH DEFT PUBLIC SERVICES BUILDING 3415 2BTH STREET PORT HURON M 43080
Direct Funding (dollars received
from COC or an intermediats

NH25PS005170 STDA80S02 5/29/2019 organization) ST. CLAIR COUNTY HEALTH DEPT PUBLIC SERVICES BUILDING 3415 28TH STREET PORT HURON M 48060
Direct Funding (dollars received
from CDC or an intermediate

NH2SPS005170 STD480602 5/29/2019 organization) ST. CLAIR COUNTY HEALTH DEPT PUBLIC SERVICES BUILDING 3415 2BTH STREET PORT HURON M 48060
Direct Funding (dollars received
from COC or an intermediats

NH25PS005170 STDAB7232 5/29/2019 organization) TUSCOLA CO HEALTH DEPT 1309 CLEAVER RD SUMEB CARO M 43723 9135
in-Kind products or services
{see note below; must have
been purchased with section

NH25PS005170 STD487232 5/28/2019 318 funds) TUSCOLA CO HEALTH DEFT 1309 CLEAVER RD SUITE B CARO M 43723 9135

Direct Funding {dollars received
from COC or an intermediate VAN BUREN/CASS CO, DIST PUBLIC

NH25PS005170 STD450S7 £/9/2019 organazation) HLTH DEPT 57418 COUNTRY ROAD HARTFORD M 48057
Dieect Funding {dollars received
from COC or an intermediate
NH25PS005170 STD451574 §/3/2019 organization) WASHTENAW CO HEALTH DEPT 555 TOWNER YPSILANTI M 48158 0915

Direct Funding (dollars received
from COC or an intermediate  WAYNE COUNTY HEALTH
NH25PS005170 STD4B1B4 6/9/2019 organization) DEPARTMENT 33030 VAN BORN RD. WAYNE M 43154
in-Kind products or services
(see note below; must have
been purchased with section  Wayna County Juvenile Datention

NH25PS004333 STD452261 5/16/2019 318 funds) Facility 1326 5t. Antoine Detroit M 43226
Diract Funding {dollars received
from COC or an intermediate  WESTERN U.P. DISTRICT HEALTH

NH25PS005170 STDASS11 £/9/2019 organization) DEPARTMENT 220 N MOORE 5T BESSEMER M 45911

Direct Funding |dollars received
from COC or an intermediate  WESTERN U.P. DISTRICT HEALTH

NH25PS005270 STD48830 6/9/2019 organization) DEPARTMENT 540 DEPOT HANCOCK M 48830
Direct Funding (dollars received
from COC or an intermediate  WESTERN U.P. DISTRICT HEALTH

NH25PS005170 STDAS546 6/5/2019 organization) DEPARTMENT 303 SARAGA AVE LANSE Mt 48945
Direct Funding {dollars received
from COC or an intermediate  WESTERN UL.P. DISTRICT HEALTH

NH25PS005170 STDA9853 6/9/2019 organzation) DEPARTMENT 408 COPPER ONTONAGON M 48953
in-Kind preducts or services

(see note below; must have
been purchased with section  WSU Datroit Public Health STD
NH25PS005270 STD4E2011 6/9/2019 318 funds) Clinic 50 €, CANFIELD DETROIT M 48201
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Appendix [3]: MDHHS-DHSP STD Medication Order Form

MICHIGAN DEPARTMENT OF HEALTH AND HUMAN SERVICES
DIVISION OF HIV AND STD PROGRAMS
FIELD SERVICES AND STD PREVENTION SECTION

340B STD MEDICATION ORDER FORM

| Agency
' Contact Person
- Address
' Telephone
Date
MDHHS USE ONLY
STD DOSE Doses Lot#
 MEDICATIONS Shipped
- Azithromycin 1 gm
(Zithromax)
'Bicillin LA ' 1.2 mu syringe*
Ceftriaxone ' 250 mg vial for
(Rocephin) Injection
' Doxycycline ' 100 mg #14 btl
Metronidazole 500 mg #4 btl
| Metronidazole | 500 mg #14 btl |
LHD USE
STD DOSE Local Date of Monthly Use Doses
MEDICATIONS | | Inventory | Expiration | Requested
' Azithromycin 1 gm ‘
(Zithromax)
'Bicillin LA 1.2 mu syringe®
Ceftriaxone ' 250 mg vial for
(Rocephin) Injection
| Doxycycline ' 100mg #14 btl
- Metronidazole 500mg #4 btl 1 ;
| Metronidazole | 500mg #14btl | |

E-mail order to 340bmi@sgrxhealth com and loweryd@michigan gov
Please call Mark Warstler (517) 335-9037 with questions regarding your order status.
*Please note the new Bicillin dosage and order accordingly. 10 syringes in a box = 5 doses total

Notes:

Revised- STD Medication Order Form 4.28.2020
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Appendix [4]: Screenshots of MDHHS-DHSP STD 340B Reporting Template

This tab contains instructions, expectations, and FAQs regarding this tool.

Required Fields

Column Header Intake Admln:llalw Reconciliation| Field description
Medication IN: Invoice Number X MDHHS invoice number or other shipment identifier for a shipment of drugs to your facility.
Medication OUT: Type X X This is a dropdown menu to identify the type of event removing drugs from inventory. Also used to identify reconciliations.
Medication OUT: Patient IDIChart # X Patient ID or chart number associated with the prescription. Do NOT include patient’s name, birthdate, etc.
Date Dispensed!Administered OR Received X X The date drugs are added to or removed from inventory.
Quantity Dispensed!AAdministered OR Receive: X X The amount of drugs added to or removed from inventory. (Always entered as a positive number. A reconciliation should be a 0.)
Total On Hand (calculated field) X X X This is a calculated field to determine total on hand. This is reflected on the summary tab.
NDC # X X The National Drug Code for the drugs added to or removed from inventory.
Lot # X X The lot number for the drugs added to or removed from inventory.
Expiration Date X X The expiration date for the drugs added to or removed from inventory.
Nurse or Designee X The nurse or desginee involved with the patient transaction
Provider Name X Name of the prescribing physician.
Reconciler Name & Notes Regarding Discrepancies X Name of the person vho conducted the quarterly inventory reconciliation and associated notes.

Definitions:

Intake: This is when 3408 STD drugs are received from MOHHS.

DispensationtAdministration!Disposal: This is any time drugs are provided to patients, returned to MOHHS, or otherwise disposed of.
Reconciliation: This is a required quarterly physical count of the drugs on hand.

Other notes:

1. Template must be kept up to date in order to stay in compliance with the federal 340B program.

2. Every transaction must be logged.

3. Begin each reporting period with a blank template, transferring the Total On Hand from the previous report to the Beginning Balance for the new report.

Sample Lines:
$TD Administration Tracking Log ‘/;\;:‘\‘m ..,i f’;"
A b Y, 7N
[ENTITY NAME] Shey
Medication Name:  Azithromycin 800mg 2 tablets g % .¢ b
Beginning Balance of Medication Units: 10 asof (date): 100117 Tewpisshotediim 1
N ourn WMedication OUT, Date mm“"o:, KSh0d| Quanthy mwo';w“'mmmm Total NOC # Lot# Expiration Nurse or Provider Name Notes
Invoice Number Type Pationt IDIChart # Necikied it on Hand Date | Designee
inning Balance 100117 10
1234 100517 10 20 JOO0X-X000C-XX | X0 010119
DISPENSED TO PATIENT ABCDE 1000647 1 19 JOO0X-XOOLXX | XXX 01101119 T DOE F_SMTH
DISPENSED VIA EPT ABCOE 100617 1 18 XO000LXOOKXK | X00KK 01101/19 T DOE F_SMITH
RECONCILIATION 100717 0 18 | No discrepancies noted - T Doe
DAMAGED 100817 3 15 00-X00CKX | X000 010119 |
TRANSFERRED TO OTHER 3408 ENTITY 10009017 10 § OO0K-K0KXK | 000K | 01101119 Transfetred 1o Caihoun County HDJ
» | Instructions and FAQs | Summary | Azithromycin 500mg 2 tablets | Bicillin L-A 24mu 1 syringe | Ceftriaxone 250mg 1vial | Doxycydine 100mg 14 tablets | Metronidazole 500mg 4 tablets | Metronidazole 500mg 14 tal ... (%)
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STD Administration Tracking Log NIVE 7
: _g, Lgl'" '))J' N
[ENTITY NAME] SRy
Medication Name: Azithromycin 500mg 2 tablets . W. b
Beginning Balance of Medication Units:] 0 | as of (date): 1010117 Temptate akopted fummt, 00
= i Medication Date Quantity SR
Medlca('lon IN: Medication OUT: ouUT: Di dtAdmini a Di dtAdmini = Total Expiratio Nircanr .
Invoice T 7 X Lz On NDC # Lot # n Desi Provider Name HNotes
Number ype Patient OR OR Hand Date esignee
IDIChare # Beceived Beceived
Seqinning Balanc: 1000147 0
» Instructions and FAQs Summary | Azithromycin 500mg 2 tablets | Bicillin L-A 2,4mu 1 syringe Ceftriaxone 250mg 1 vial \ Doxycycline 100mg 14 tablets Metronidazole !
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Appendix [5]: MDHHS STD 340B Program DHSP 340B Resources

MDHHS STD 340B PROGRAM

DIVISION OF HIV AND STD PROGRAMS
340B RESOURCES

Resource and Description

Introduction to the 3408 Drug Pricing Program
Basic Foundations: Provides a foundational
overview of the 340B program and serves as a
primer for the rest of the modules in the
curriculum. Part of the 340B University On Demand
series.

3408 Stakeholder Perspectives

Describes the major stakeholders and their roles in
the 3408 program. Part of the 340B University On
Demand series,

Eligibility Overview

Basic Foundations: Outlines the types of 340B-
eligible organizations and eligibility and compliance
requirements for covered entities. Part of the 3408
University On Demand series.

340B Drug Pricing Program

This website through HRSA provides an overview of
the 3408 program and any program updates. It also
provides an opportunity to sign up for 3408 E-Mail
Updates.

Apexus — 3408 Prime Vendor Program

Apexus is the HRSA-designated Prime Vendor for
the 3408 Drug Pricing Program. This website
provides frequently asked questions and program
overviews.

32

Link

https://education.apexus.com

*note: an account is required for access to the
course

https://education.apexus.com

*note: an account is required for access to the
course

https://education.apexus.com

*note: an account is required for access to the
course

https://www.hrsa.scov/opa/index.html

https://www.340bhealth.org/members/340b-

program/overview/




Appendix [6]: MDHHS STD 3400B Program Key Contacts

MDHHS STD 340B Program
Key Contacts
Email address:

Tom Dunn Operations, Training, and Data Section Manager DUNNT2@MICHIGAN.GOV
Kris Tuinier STD Section Manager TUINIERK@MICHIGAN.GOV
Dan Lowery STD Eastern District Manager LOWERYD@MICHIGAN.GOV.
Shawna Brown Operations Monitoring Unit Manager BROWNS74@MICHIGAN.GOV
Andrew Hoffman 3408 Technician HOFFMANAG@MICHIGAN.GOV
Carla Empson Business Development Manager - Scriptguide CEMPSON@SCRIPTGUIDERX.COM
Irda Dothage HIV/STD Accreditation Coordinator DOTHAGEI@MICHIGAN.GOV
Marion Pokrzewinski Operations, Training, and Data Section Secretary POKRZEWINKSIM@MICHIGAN.GOV

Current as of 12/5/2019
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Appendix [7]: MDHHS STD 340B Program Supply Chain Process for Providing Medication to
Covered Entities and Patients

Covered
Patients e Entity

Warehouse
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