Department Operations Center POD ACTs and Legalities
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This training module will discuss some of the legal issues associated with Open and Closed PODs during an emergency requiring mass prophylaxis.
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A Standing Order is a written document which contains rules, procedures, and regulations for patient care under a specific set of circumstances. The Standing Order usually describes the condition and prescribes an action to be taken to care for the disease or sickness.  The Standing Orders will also include things like dosing instructions if a Medication POD and location and method of administering if a vaccine POD.

The State Health Officer will issue a standing order and protocols prior to releasing any Strategic National Stockpile assets.  The Standing Orders will need to adhere to the standing order issued by the Center for Disease Control and Prevention. The local health department health commissioner or physician will then have to issue their own standing orders when the SNS assets arrive.  It is advisable that local health departments adopt the standing orders issued by their state health department. 

No medications or vaccines should be given without the local Standing Orders issued.  Open PODs will receive a copy of the health department issued Standing Orders in their Open POD Notebook, which will be delivered to their POD Site with the prophylactic or medical supply delivery.  The POD notebooks will need to be updated as it pertains to the emergency by the DOC Planner prior to being sent to the PODs.  The Standing Order should always stay in the notebook and must always be available upon request.
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The approval to dispense pharmaceuticals can come from a Pharmacist, Physician, or anyone else the governor identifies in an executive order during the health emergency event.  These authorizing personnel may vary depending on different state laws. These rules may be waived by the governor of a state under dire circumstances.
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The Emergency Powers Act may allow individuals other than pharmacists or physicians to dispense prescription drugs at PODs during declared health emergencies.  Every state has pharmacy laws that regulate who may dispense prescription drugs.  There are waivers ready for the governor to sign that will allow volunteers, under pharmacists or physicians supervision, to dispense medicine during a emergency.  The DOC will need to collaborate with the PODs to instruct the PODs to the supervision being utilized in their state.
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The purpose of the Volunteer Protection Act of 1997 is to promote the interests of social service program beneficiaries and taxpayers and to sustain the availability of programs, nonprofit organizations, and governmental entities that depend on volunteer contributions by reforming the laws to provide certain protections from liability abuses related to volunteers serving nonprofit organizations and governmental entities.  

Two types of organizations can qualify as nonprofit organizations.  The first kind of nonprofit organization is an organization which is described in section 501(c)(3) of the Internal Revenue Code of 1986 and exempt from tax under section 501(a) of the Code. The other type of nonprofit organization is a not-for-profit organization which is organized and conducted for public benefit and operated primarily for charitable, civic, educational, religious, welfare, or health purposes. 

A volunteer is an individual performing services for a nonprofit organization or a governmental entity who does not receive compensation (other than reasonable reimbursement for expenses) or any other thing of value in lieu of compensation in excess of $500 per year.  This term includes those serving as director, officer, trustee, or direct service volunteer  
This law provides that no volunteer of a nonprofit organization or governmental entity shall be liable for harm caused by an act or omission of the volunteer on behalf of the organization or entity if the volunteer meets four requirements.  

First, the volunteer must have been acting within the scope of the volunteer's responsibilities in the nonprofit organization or governmental entity at the time of the act or omission. 

 Second, if it is required or appropriate, the volunteer must have been properly licensed, certified, or authorized by the appropriate authorities for the activities or practice in the State in which the harm occurred, where the activities were or practice was undertaken within the scope of the volunteer's responsibilities in the nonprofit organization or governmental agency.  

Third, the harm may not have been caused by willful or criminal misconduct, gross negligence, reckless misconduct, or a conscious, flagrant indifference to the rights or safety of the individual harmed by the volunteer.  

And finally, the harm may not have been caused by the volunteer operating a motor vehicle, vessel, aircraft, or other vehicle for which the State requires the operator or the owner of the vehicle, craft, or vessel to possess an operator's license or maintain insurance.   

This law explicitly limits the punitive damages that may be awarded against a volunteer.  Punitive damages may not be awarded against a volunteer in an action brought for harm based on the action of a volunteer acting within the scope of the volunteer's responsibilities to a governmental agency or nonprofit organization unless the claimant establishes by clear and convincing evidence that the harm was proximately caused by an action of such volunteer which constitutes willful or criminal misconduct, or a conscious, flagrant indifference to the rights or safety of the individual harmed.  This law does not create a cause of action for punitive damages and does not preempt or supersede any Federal or State law to the extent that such law would further limit the award of punitive damages.  

Protection is only for individual volunteers; there is no protection for organizations or paid members of organizations. Check with your state to determine what the Volunteer liability Protections are in your jurisdiction.

Your Department Operations Center should check with your local EMA to see if some protection is afforded volunteers sworn in by the EMA.  The Medical Reserve Corp usually offers some type of liability protection as long as the member in good standing with their training requirements. 
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The Public Readiness and Emergency Preparedness Act or PREP Act authorizes the Secretary of the Department of Health and Human Services to issue a declaration that provides immunity from tort liability  for claims of loss caused, arising out of, relating to, or resulting from administration or use of countermeasures to diseases, threats and conditions determined by the Secretary to constitute a present, or credible risk of a future public health emergency to entities and individuals involved in the development, manufacture, testing, distribution, administration, and use of such countermeasures.  A PREP Act declaration is specifically for the purpose of providing immunity from tort liability, and is different from, and not dependent on other emergency declarations. This immunity from tort liability does not apply when malicious intent to do bodily harm or willful misconduct occurs.

It is highly likely this declaration will occur for a declared health emergency whether local, regional, or national if the emergency involves a high mortality or morbidity rate in the population affected.  Your local health department will inform your organization if the PREP Act as been enacted during a declared emergency.

In 2008, the Health and Human Services Secretary issued a declaration under this act to provide liability protection for, and in response to a potential anthrax attack.  A similar declaration was declared in 2009 for the H1N1 vaccine.
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This act was passed to improve the nation’s preparedness when responding to health emergencies.  It also provides new authorities for a number of programs including the advanced development and acquisitions of health emergency medical counter measures.
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A Chain of Custody Form is required to be filled out and signed every time pharmaceuticals are transferred to a different entity.  The medicine must be transferred to a person whom may legally sign and accept receipt.  The Open POD will need to inventory all received antibiotics, antitoxins, and vaccines and any other medicines received.  This will require the POD to record the usage or damage of all pharmaceuticals received. The medical supplies are the assets of the government and must be accounted for. 

The Open POD should always receive a copy of the Chain of Custody for their records.
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The Privacy Rule of the Health Insurance Portability and Accountability Act of 1996 protects individually identifiable health information from uses and disclosures that unnecessarily compromise the privacy of an individual. The Rule is carefully designed to protect the privacy of health information, while allowing important health care communications to occur.  Releasing private information about a person’s health is against the law.

Everyone working at the DOC will need to have a HIPAA Confidentiality Sheet on file at the health department. POD and LDS command staff must ensure that all everyone at their facility has completed one prior to their shift.
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The health department will typically be required to have agreements with other agencies within their jurisdictions and possible outside their jurisdiction.  Having these agreements in place before hand will make an emergency run smoother.  You may want to consider reaching out to other jurisdictions in your region if you have not already done so.

It is also prudent to enter into legal agreements with business resources that may be require to support a POD program.  Many of these resources may be in high demand during a health emergency that would require PODs.  This would especially be true with security.  It is better to have a legal agreement before you need the resource.

The Health Department will need to make agreements with schools, churches, and other organizations to use their facilities as POD sites and Local Distribution Sites.  Many schools have a cafeteria, auditorium, and unloading dock allowing for both a POD and LDS site to be located at the same facility.  Other appropriate sites should also be considered.

The health department will have POD Partner Agreements on file.  These agreements are strictly voluntary and only become effective when a site agrees to activate their POD during a declared health emergency.  The POD will then be committed to honoring the contract. 
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The procurement of private property may occur in some states as necessary to respond to a disaster or emergency. Each jurisdiction will need to check on their state laws and local ordinances to see if the procurement of private property is legal. States and jurisdictions that take possession of personal property must compensate the owner.
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Workers Compensation laws need to be evaluated for your state. Your volunteers at POD Sites may not be covered while working at your PODs. This would also apply to any volunteers at the Local Distribution Sites and Health Department Operation Center.

It is best to know up front on whether the volunteers are covered or not.  This will eliminate any confusion or bad feelings if something were to happen to a volunteer while offering their services.
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Emergency Powers Act

* Used by Governor during times of civil
emergencies including health emergencies.

* Governor may sign orders temporarily waiving
laws for the welfare of the general public.

* These waivers may change rules for whom
may dispense drugs or administer vaccines
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Liability Protection

* Volunteers will be covered for
personal liability under:

~ The Good Samaritan Act (1997)
~ Velunteer Protection Act (1997

Local EMA agencies may be able to
offer some protectionfor
volunteersifthey are sworn in
Checkwith the EMA in vour
district.

Checkuwith your MRC to see what
typesof liability coverage is
offeredta MRC volunteersand
what the requirsments are for
voluntzersto be coversd.
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Public Readiness and Emergency Preparedness
(PREP) Act

Providesiability and tort protection

Protects against the dispensing of medications andthe
administering of vaccines

Purpose to bolster response and encourage participationina
declared health emergency

Does not protect against malicious intent or willful misconduct

G0 to wuwphe gov/prepare dnessle gal/prepact/pages/default aspx
for more information on the PREP Act
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Pandemic and all Hazards
Preparedness Act (PAHP)

Created to improve:
* Nations public health and medical preparedness

+ Response capabilities in emergencies whether deliberate,
accidental, or natural

« Advancement n developmentand acquisition of medical
countermeasures

+ Go to www.hhs.gov/aspr/opsp/pahpa/index.html
for more information on the PAHP Act.
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Chain of Custody Form

+ AcChain of Custody Form is a document used
to track pharmaceuticals

* Ensures pharmaceuticals are transferred to
professionals whom may take legal possession

* All medicine turned over to a POD must be
accounted for (i.e. used, damaged, or
returned)
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Health Insurance Portability and
Accountability Act (HIPAA)

Releasing a persons health information learned while
working ataDOCis against the |

Discussing the health information will always beillegal

AHIPAA Confidentiality Sheet needs to be explained in Just-
in-Time training, and signed by all DOC staff that do not
have a signed copy on file with the health department

The health department needs to keep all HIPAA forms on
file
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Outside Agreements

Memorandum of Understanding with other
jurisdictionsin region for mutual assistance

Memorandum of Agreement with support
businesses (i.e. printers, vehicle lease company,
security company, volunteer agencies, employment
agencies, and food caterers)

Agreementsto use buildings as POD and Local
Distribution Sites (LDS)

POD Partner agreements which are always voluntary
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Procurement of Private Property

* Some States may take possession of
personal property as necessary to
accomplish disaster response activities,

but only if just compensation is paid to
the owner.

* Check with local city officials and police
to see if any ordinances exist about the
procurement of private property
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Workers Compensation

* Volunteers may not be covered under the
Workers Compensations Act.

+ Check with your state laws for more
information.
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Standing Orders

« Inthe event of an emergency that requires SNS assets.
the State Health Officer willissue standing ordersand
protocols for dispensing of prophylactic medications.

+ Standing orders will be issued by the Health
Commissioner upon arrival of the SNS. These orders
willadhere to ordersissued by the state Department of

Healthand CDC.

+ No medications will be given without standing orders.
Copies of the standing orders will be available at all
POD’s.
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Authorized Personnel to Dispense
Medications

+ Personnel authorized to dispense medications can be
either:

+ Pharmacy practitioners

+ Personnel under the direct supervision of the
pharmacy practitioner

* Physician or anyone so named in an executive order
signed by the goveror or a special order signed by the
State Health Officer.




