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Pandemic Influenza Legal Considerations

Legal Authority for Pandemic Influenza Planning
	FEDERAL STATUTES
	AUTHORITY GRANTED

	42 U.S.C. § 247(d)

(Federal Public Health Emergency Declaration)
	When the HHS Secretary declares a public health emergency (as for novel H1N1 in April 2009) under this section, HHS may waive certain Medicare, Medicaid, and CHIP requirements, may temporarily lift sanctions under HIPAA and EMTALA, and may allow Emergency Use Authorizations (see below).

	21 U.S.C. § 360bbb-3

(Emergency Use Authorizations)
	During an emergency as determined by DHS, DOD or HHS, the HHS Secretary may issue an emergency use authorization (“EUA”) to utilize a drug, medical device, biological product, or diagnostic test outside label or prior licensing requirements.

	42 U.S.C. § 247d-6d—247d-6e

(Public Readiness and Emergency Preparedness Act—“PREP Act”)
	Where the HHS Secretary declares a public health emergency and authorizes administration of “covered countermeasures” (drugs, biologics, medical devices), everyone in the chain of providing countermeasures (from manufacturer to clinic worker) receives protection from tort liability (except for willful misconduct).  Persons injured by countermeasures are eligible for federal administrative compensation.

	ILLINOIS STATUTES
	AUTHORITY GRANTED

	Powers of the Governor

	Illinois Constitution of 1970
	The Illinois Constitution provides that the Governor shall the supreme executive powers, and shall be responsible for the faithful execution of the laws.  The Constitution further provides that the Governor is the commander-in-chief of the State’s organized militia and may call upon the militia to enforce laws, suppress insurrection or repeal invasion.

	Illinois Emergency Management Agency Act (IEMA Act), 20 ILCS 3305
	The IEMA Act provides that the Governor may, by proclamation, declare that a disaster exists and authorizes the exercise of certain emergency powers.  The IEMA Act provides that the Governor may exercise the emergency powers for a period of time not to exceed 30 days.  In an informal Attorney General opinion, No.  I-01-028, issued July 2, 2001, it was determined that the emergency powers of the Governor cannot be extended beyond the 30 days period permitted by the IEMA Act without legislative approval.

	IDPH State Public Health Powers

	Department of Public Health Act (DPH Act), 20 ILCS 2305
	The Department of Public Health has the general supervision of the interests of the health and lives of the people of Illinois.  IDPH has broad rulemaking authority for the preservation and improvement of public health.  All local boards of health, health authorities and officers, police officers, sheriffs and all other officers and employees of the state or any locality are required to enforce to any rules, regulations or orders issued by IDPH.  The DPH Act grants IDPH broad powers to investigate the causes of diseases.

The DPH Act also provides that IDPH has the supreme authority in matters of isolation and quarantine, and may declare and enforce quarantine and isolation when none exists, and modify or relax when it has been instituted.  IDPH is authorized to order a person or group of persons to be quarantined or isolated, or a place to be closed and made off limits to prevent the spread of disease.  IDPH is also granted the authority to order other public health measures such as physical examinations and testing, the collection of lab specimens the administration of vaccines, medications and other treatments, and the observation and monitoring of individuals, all to prevent the spread of disease.  IDPH may seek a court order, with proper due process protections, to enforce any of the public health measures issued pursuant to the DPH Act.

	Department of Public Health Powers and Duties Law (Powers and Duties

Law), 20 ILCS 2310
	The Powers and Duties Law authorizes IDPH to delegate its duties to certified local health departments.  IDPH has explicitly delegated its authority to order isolation, quarantine, closure and the other public health measures to certified local health departments in the CD Code, 77 Ill. Adm. Code 690.

The Powers and Duties Law grants IDPH the authority to suspend licensure requirements and modify scopes of practice for health care professionals licensed by IDPH (EMTs and CNAs) in the event of a disaster declaration by the Governor.  This power is to be exercised in coordination with the Illinois Emergency Management Agency (IEMA) and the Illinois Department of Financial and Professional Regulation (IDFPR).  The Powers and Duties Law further mandates IDPH to work with IEMA and other local public health authorities to develop strategies and plans to protect the public’s health in a public health emergency.

	Control of Communicable Diseases Code (CD Code), 77 Ill. Adm. Code 690
	The CD Code requires the reporting of listed diseases and sets forth who must report the disease and the information to be reports.  The CD Code provides for the confidentiality of these reports.  Subpart H of the CD Code sets forth the procedures for ordering isolation, quarantine, closure and the other public health measures authorized in the DPH Act.  In the CD Code, IDPH has explicitly delegated its authority to order isolation, quarantine, closure and the other public health measures to certified local health departments.

	Illinois Emergency Management Agency

	Illinois Emergency Management Agency Act (IEMA Act), 20 ILCS 3305
	The IEMA Act was enacted to ensure that a State-wide plan was prepared for preserving the lives and property of State and for protecting the public peace, health and safety in the event of a disaster.  The IEMA contains several definitions, including, but not limited to, “disaster,” and “public health emergency.”  These definitions are intentionally broad so as to include all types of occurrences, both natural and manmade, and to permit prevention as well as remediation of damage and loss.

The IEMA Act authorizes the Governor to proclaim a disaster and sets forth the emergency management powers and the emergency powers of the Governor in the event of a disaster declaration.  Powers the Governor may exercise include, but not limited to, suspension of statutes and rules, utilization of state and local resources, takings of real and personal property, and evacuation.

The IEMA Act also outlines liability protections for volunteers and government employees responding to disasters under the Act.

	Department of Professional Regulation

	Department of Professional Regulation Law, 20 ILCS 2105/400
	Section 400 of the Department of Professional Regulation Law provides that the Division of Professional Regulation of IDFPR may, in the event of a disaster declaration, suspend the requirements for licensure and modify the scopes of practice for professionals licensed by the Division.  This power is to be exercised in coordination with the Illinois Emergency Management Agency (IEMA) and IDPH.

	Relevant Attorney Opinions

	I-O2-050
	Informal Attorney General Opinion No. I-02-050, issued October 25, 2002, addressed the issue of enforcement of quarantine orders.  That opinion also construed the Governor’s emergency powers pursuant to the Illinois Emergency Management Agency Act.  Specifically, it was determined therein that the Governor could provide for the quarantine of persons within the entirety of a declared disaster area or within any premises located within the disaster area pursuant to the language of subsection 7(a)(8) of the IEMA Act.  (20 ILCS 3305/7(a)(8) (West 2001 Supp.).)  That section authorizes the Governor to control ingress and egress to and from a disaster area, the movement of persons within the area and the occupancy of premises therein.  Additionally, it was noted therein that pursuant to subsection 7(a)(1) of the IEMA Act, the Governor could suspend the provisions of any regulatory statute prescribing procedures for conduct of State business, or the orders, rules and regulations of any State agency, if strict compliance would in any way prevent, hinder or delay necessary action.  Thus, in appropriate circumstances, the Governor could suspend the provisions of the Department of Public Health Act and any rules adopted pursuant thereto with regard to quarantine if strict compliance therewith would prevent, hinder, or delay response to a disaster or interfere with the exercise of his emergency powers.

	I-01-028
	Informal Attorney General Opinion No. I-01-028, issued July 2, 2001, addressed whether the Governor could declare a disaster upon the discovery of a single confirmed case of foot and mouth disease in Illinois.  It was determined therein that based upon the nature of the disease and the potential loss of livestock its appearance could bring, the occurrence of even a single case could justify the declaration of a "disaster" due to the "threat of widespread or severe damage" that the disease would cause if it went unchecked.  The authority of the Governor to control ingress and egress to and from a disaster area, the movement of persons within the area, and the occupancy of premises during a disaster was also discussed.  It was noted that the Governor’s emergency powers do not extend to control travel to or from areas that are not within a declared disaster area.  Additionally, it was determined that the emergency powers granted to the Governor cannot be extended beyond the 30 day period permitted in subsection 7(a) of the Illinois Emergency Management Agency Act without legislative approval.

	83-017
	In Opinion No. 83-017, issued October 7, 1983 (1983 Ill. Att’y Gen. Op. 51), Attorney General Hartigan determined that the Department of Public Health had authority to promulgate a rule which required non-immunized children whose parents or legal guardians object to measles immunization on religious grounds to be excluded from school for a twenty-one day period following an outbreak of measles in the school.  Additionally, it was determined that such a rule does not impose an unconstitutional restriction on the free exercise of religion protected by the first amendment to the United States Constitution.

	S-1171 (1976)
	In Opinion No. S-1171, issued November 19, 1976 (1976 Ill. Att’y Gen. Op. 324), Attorney General Scott determined that a county is liable to the United States for costs incurred by the United States which resulted from the negligence of county health department employees and volunteers in conducting the swine flu vaccination program.  (This opinion construed section 6-104(b) of the Local Governmental and Governmental Employees Tort Immunity Act.)

	I-06-052
	Informal Attorney General Opinion No. I-06-052, issued December 29, 2006, discussed liability and immunity for volunteers.  Volunteers organized by and acting within the scope of the authority of a State agency or unit of local government, and serving in times of emergency or disaster, may be immune from civil liability arising from negligence depending on the particular facts of the situation.  These protections come from the Federal Volunteer Protection Act, and a number of Illinois laws, including Tort Immunity Act, Good Samaritan Act, IEMA, EMAC, Oil Spill Responders Liability Act, State Employee Indemnification Act, and Line of Duty Compensation Act.  The extent of the immunity or indemnification provided is determined on an individual basis and the applicable Illinois statute.

	I-88-019
	Informal Attorney General Opinion No. I-88-019, issued May 4, 1988, discussed workers’ compensation coverage for firefighters, police officers, or volunteers who are injured in the course of responding to a mutual aid call from a jurisdiction other than those in which they are normally employed.  The opinion construed the workers’ compensation coverage provided to Emergency Services and Disaster Agency personnel pursuant to subsection 11(k) of the IEMA Act (currently codified in subsection 10(k) of the Act) when the prerequisites of that section are met.  The opinion also construed the determination of which entity would be liable for workers’ compensation coverage when the prerequisites of subsection 11(k) are not met.

	93-019
	In Attorney General Opinion No. 93-019, issued July 27, 1993, Attorney General Burris determined that county emergency services and disaster agency volunteers may not generally provide traffic and crowd control services upon the highways of the State, except when summoned to aid the sheriff or a deputy sheriff in maintaining the peace.  Additionally, a county emergency services and disaster agency does not have the authority to create and maintain an auxiliary police unit.

	S-1033 (1976)
	In opinion No. S-1033, issued January 9, 1976 (1976 Ill. Att’y Gen. Op. 62), Attorney General Scott determined that the administration of medication does not fall within the commonly performed duties of nurse aids and orderlies, and therefore such individuals need not be licensed under the Nursing Act.

	I-07-018
	Informal Attorney General Opinion No. I-07-018, issued April 12, 2007, discussed the State’s Attorney’s authority to advise Local Emergency Planning Committees (LEPC).  It is not the duty of a State’s Attorney to provide legal advice to LEPC members because LEPC members are State entities or committees, not county agencies whom the State’s Attorney is obligated to advise.  Additionally, the opinion also stated that because the State’s Attorney is a State officer, the representation and indemnification of the State’s Attorney is governed by the Indemnification Act, not the Tort Immunity Act.  Whether the State’s Attorney qualifies for representation and indemnification with respect to any matter will depend on the specific facts of the case.

	I-07-022
	Informal Attorney General Opinion No. I-07-022, issued May 3, 2007, stated that the Federal Health Insurance Portability and Accountability Act (HIPPA) and the administrative rules adopted do not preempt Illinois Freedom of Information Act (FOIA) because it is possible to comply with the requirements of both laws simultaneously.  A public body that is a “covered entity,” as determined under HIPAA, must review each specific request for a public record on an individual basis to determine which, if any, FOIA exemptions apply and, in appropriate circumstances, whether the requested records contain protected health information that is barred from public disclosure by HIPAA.  Even if disclosure of certain protected health information is prohibited, a covered public body must redact the protected health information and disclose the remaining portions of the public record.


Legal Issues Related to H1N1 Vaccine 

· Will the Governor issue a disaster declaration for the H1N1 virus? 

It is unknown at this time whether the Governor will issue a disaster declaration for the State’s response to the H1N1 virus.  The IEMA Act, 20 ILCS 3305, provides that the Governor may, by proclamation, declare that a disaster exists and authorizes the exercise of certain emergency powers.  A public health emergency can be the basis for a disaster declaration.  A “public health emergency” is defined in the IEMA Act to mean an occurrence or imminent threat of an illness or health that is caused certain events, including the appearance of a novel virus, and that poses a high probability of harm. 

The IEMA Act further provides that the disaster declaration and the Governor’s exercise the emergency powers may not exceed a time period of 30 days.  In an informal Attorney General opinion, No. I-01-028, issued July 2, 2001, it was determined that the emergency powers of the Governor cannot be extended beyond the 30 days period permitted by the IEMA Act without legislative approval. 

· What liability protections are available for the H1N1 response? 

There may be liability protections for the distribution and administration of the H1N1 vaccine conferred by the Public Readiness and Emergency Preparedness (PREP) Act.  On June 15, the HHS Secretary amended his pandemic vaccine declaration under the PREP Act to include vaccines for the H1N1 virus.  The declaration confers immunity to “program planners” and “qualified persons.”  More information about the PREP Act and the declarations can be found on the HHS’s website at: 

http://www.hhs.gov/disasters/emergency/manmadedisasters/bioterorism/medication-vaccine-qa.html.  Additionally, there may be protections available under the IEMA Act, 20 ILCS 3305.  Local health departments should consult with their own attorneys to determine liability coverage. 

· Will scopes of practice for health care professionals be modified so more personnel can assist in the H1N1 response? 

The scopes of practice for health care professionals licensed by IDPH and the Illinois Department of Financial and Professional Regulation (IDFPR) may only be modified or relaxed in the event of disaster declaration issued by the Governor.  Absent a disaster declaration, there is no authority to modify professional scopes of practice.  The DPH Powers and Duties Law grants IDPH the authority to suspend licensure requirements and modify scopes of practice for EMTs and CNAs in the event of a disaster declaration by the Governor.  IDPH’s powers must be exercised in coordination with the IEMA and IDFPR.  IDFPR is granted similar authority to modify scopes of practice for professionals it licenses under the Department of Professional Regulation Law, 20 ILCS 2105.  IDFPR must exercise it power in coordination with the IEMA and IDPH. 

At this time, all current scopes of practice are in effect.  Both IDPH and IDFPR are currently reviewing and carefully considering what classes of professional scopes of practice they may modify in the event of a disaster declaration.  The modification of scopes of practice reflect major policy decision for both agencies; one that requires careful and thoughtful analysis. 

· What health care professionals are currently authorized to administer vaccines? 

IDFPR has confirmed that the following classes of health care professionals licensed by IDFPR can currently and legally administer vaccines: physicians, including M.D.s and D.O.s; physician assistants (P.A.); advanced practice nurses (A.P.N.); register nurses (R.N.) and licensed practical nurses (L.P.N.), subject to the direction of a physician; and pharmacists, patients age 14 and older.  Professionals with an inactive license are not authorized to legally practice in the State of Illinois and as such, cannot legally be utilized to assist in vaccine efforts.  IDFPR is continuing to review the issue.  If any additions or changes are made to the above list, this information will be shared as it is received from IDFPR. 

· What is the effect of a federal Emergency Use Authorization (EUA) on state law? 

A EUA will not preempt state law unless the language of the EUA specifically states that fact.  The EUAs issued for Tamiflu and Relenza in April 2009 did not preempt Illinois law.  All provisions of the Medical Practice Act and the Pharmacy Practice Act related to prescribing and dispensing of these drugs continue to remain in effect and have not been modified.  Information about the federal EUAs can be found on the CDC’s website at http://www.cdc.gov/h1n1flu/eua/qa.htm 

· Will the state of Illinois issue executive orders for social distancing in the event of a H1N1 outbreak? 

It is unknown at this time whether IDPH or the Governor will issue or implement public health social distancing measures, such as closures or curfews.  The ordering and implementation of public health measures in response to the H1N1 virus will depend on the virulence of the virus and whether medical analyses warrant the orders. 

· Are the isolation and quarantine regulations in effect? 

Yes.  The procedures for ordering and implementing isolation, quarantine, closure and other public health measures can be found in Subpart H of the Control of Communicable Diseases Code (77 Ill. Adm. Code 690, Subpart H).  Subpart H became effective March 3, 2008. 

· Has the federal declaration of public health emergency that includes federal liability waivers or persons/professionals involved in administering vaccines and volunteering in clinics been adopted by the State of Illinois and therefore this federal waiver will cover local volunteers/ vaccine administrators in Illinois? 

The federal declaration of a public health emergency issued by the HHS Secretary did not preempt state law.  Illinois statutes and regulations continue to remain in their current form with no modifications.  The liability protections afforded by the PREP Act may be available.  Local health departments should consult with their own attorneys. 

· Will/has the Governor/Director of IDPH declared a public health emergency in Illinois and if so, will the Director of IDPH issue a "blanket" standing order authorizing appropriately licensed medical providers to administer the vaccine so long as it is done in accordance to federal standards and guidelines to target groups?  If not, will IDPH issue guidance and/or model medical orders for local health department medical advisors to adopt? 

At this time, the Governor has not issued a disaster declaration with regard to H1N1 influenza.  Standing orders for the H1N1 vaccine will be handled in the same manner as seasonal flu and other vaccines and will be issued at the local level.  Model standing orders have been distributed as part of the Public Health Emergency Prep Users Guide in the SNS Section. 

· Please explain why Dr. Arnold will not sign standing orders for the administration of the H1N1 vaccine. 

All preparedness planning is built on the premise that the first response will be a local response.  When the local jurisdiction is no longer able to address the event or situation, then the state is brought in to assist.  Following this premise, the local medical directors will, and should be, the first line of defense.  Issuance of the orders at the local level will expedite the response.  Every year, seasonal influenza vaccines are administered statewide at the county level via local standing orders issued by the local medical directors.  In this regard, the H1N1 vaccine will not be handled any differently than the seasonal influenza vaccine. 

· Can anti-virals and antibiotics be issued via a standing order? 

Many questions continue to be raised about physicians dispensing anti-virals and antibiotics via a standing order.  IDPH has been advised that physicians should continue to meet the requirements set forth in the Section 33 of the Medical Practice Act, [225 ILCS 60/33].  Section 33 authorizes physicians to dispense legend (i.e. prescription) drugs in the regular course of practicing medicine.  Section 33 also provides that dispensing of legend drugs is the personal act of the physician and may not be delegated to any person not licensed under the Medical Practice Act or the Pharmacy Practice Act unless such delegated dispensing functions are under the direct supervision of the physician authorized to dispense the legend drugs.  Labeling requirements for the dispensing of legend drugs by physicians are also set forth in Section 33. 

Can you address the issue of requiring signed parental and guardian consents giving permission to administer the H1N1 vaccine?  And the issue of requiring an informed consent that requires some official agency witnessing and/or authentication of the signature of the actual parent and/or guardians prior to administering vaccine to minors.  This is particularly challenging in terms of school based mass vaccinations and chasing down completed forms etc.  All requirements regarding consent remain in effect.  If a particular program requires “informed” or “witnessed” consent, those requirements are still in effect.  At this time, no modification or waiver of any consent requirements have occurred. 

· Will local health agencies receive “blanket” consent for administration of H1N1 vaccine to children who are wards of the state of Illinois? 

At this time no modification or waiver of any consent requirements has occurred.  Consents should be handled in the same manner as any other vaccine, including the seasonal flu. 

· Current HIPAA language requires that all covered entities have a signed acknowledgement on file that they were given/offered a copy of the agency's Notice of Privacy Practices (NPP).  Will that requirement remain in effect?  If agencies have their complete Notice of Privacy Practices on their website and available at their physical office locations, can that serve as "making available" those NPP to individuals when doing offsite clinics?  Local health departments have concern over the costs associated with providing our NPP booklet, in its' entirety, to each person receiving H1N1.  Is there any discussion to allow an abbreviated version of the NPP or waiver of that requirement? 

HIPAA is a federal regulation and may only be modified or relaxed by the federal government.  At this time, IDPH has not been informed of any modifications or relaxation of any HIPAA requirements.  Thus, all current requirements and obligations must continue to be met. 

· Can H1N1 vaccinations be given by a nurse whose license is on inactive status? 

No.  Health care personnel with inactive licenses are not legally authorized to practice in the State of Illinois.  Only health care professionals with an active Illinois license should be utilized to administer vaccines. 

· A number of jurisdictions throughout Illinois would like to utilize paramedics to assist in the vaccination campaign.  Massachusetts has recently passed legislation allowing this.  What are the obstacles to IDPH moving forward with this?  Will IDPH make this issue a priority?  How can LHD’s help to move this process forward? 

The EMS Act, 210 ILCS 50, sets forth the scopes of practice for EMTs.  Under the current statute, EMTs may only practice in “pre-hospital or inter-hospital emergency care settings or non-emergency transport settings.”  Vaccination clinics are not considered “pre-hospital emergency or medical transport settings.”  Thus, under the plain language of the statute, the use of EMTs in vaccination clinics is precluded.  IDPH has the authority to modify the scopes of practice of EMTs in the event of a disaster declaration.  At this time, no disaster declaration has been issued and the scope of practice for EMTs remains the same.  To change the scope of practice absent a disaster declaration would require a legislative proposal.  IDPH is currently reviewing if, and how, it may modify the scope of practice for EMTs.  However, no decision has been made at this time. 

· Please speak to the issue raised last week regarding EMS personnel not being licensed through the IDPFR, but through IDPH.  If this is the case, why does IDPH not have the authority to expand the scope of their license? 

EMS personnel are licensed and regulated by the Department, not IDFPR.  As has been previously stated, in the event of a disaster declaration, IDPH has the authority to modify the scopes of practice of paramedics to permit them to administer vaccines.  IDPH will modify the scope of practice for paramedics to allow paramedics and EMT-Intermediates to administer vaccines during a disaster declaration. 

· In regard to regulation, as to who can and cannot administer the H1N1, will Certified Medical Assistants be allowed to administer the vaccine? 

Certified medical assistants are not regulated by either the Department or IDFPR, thus, CMAs are considered unlicensed personnel by both agencies.  Effective January 1, 2010, the Medical Practice Act will be amended to reflect IDFPR’s position on the use of and delegation of medical tasks to unlicensed personnel.  IDFPR’s position is, and the amendment will reflect, that in an office or practice setting, a physician may delegate patient care tasks or duties to non-licensed persons who possess appropriate training and experience, provided that a health care professional is on site to provide assistance.  Any such patient care task or duty delegated to an unlicensed person must be within the scope of practice, education, training or experience of the delegating physician and within the context of a physician-patient relationship. 

· If a disaster declaration with expanded scope is proclaimed to coincide with the H1N1 vaccine delivery, and Paramedic is able to administer this vaccine, under whose license will they be functioning and will they be allowed to function within a health care facility (i.e. hospital, health department)?  It is assumed they will function under the EMS medical director and he/she will retain the liability immunity that they are protected under normally.  But, with this disaster declaration and an expanded scope, are the EMS agencies responsible for any additional education? 

As stated previously, in the event of a disaster declaration, IDPH has the authority to modify the scopes of practice of paramedics to permit them to administer vaccines.  IDPH will modify the scope of practice for paramedics to allow paramedics and EMT-Intermediates to administer vaccines during a disaster declaration. 

· Has there been any thought given to having these anti-viral drugs become “Over the Counter” medication with the emergency declaration.  This would allow citizens to keep the medication at home so it can be taken at the beginning of flu symptoms and eliminating the need to establish the doctor/patient relationship? 

Not at this time. 

· Can hospitals mandate that employees provide on-call services or provide volunteer services as part of an emergency response? 


Response under review by Office of Health Care Regulation. 

· Can individuals work in a clinical area if that they ordinarily do not work in if they have the licensure/qualifications.  (For example – if nurses with current licenses are working in office jobs, can they be temporarily assigned to assist in nursing units?) 

Response under review by Office of Health Care Regulation. 

· Please provide information about the plans to issue a disaster declaration for Illinois.  This information will assist with planning at the local level. 

IDPH is working with IEMA, IDFPR and the Governor’s Office on plans to issue a disaster declaration.  Information regarding the issuance of a disaster declaration will be shared as it becomes available. 

· Will HIPAA apply to the H1N1 vaccinations? 

As previously stated HIPAA is a federal regulation and may only be modified or relaxed by the federal government.  At this time, IDPH has not been informed of any modifications or relaxation of any HIPAA requirements.  Thus, all current requirements and obligations must continue to be met. 

· During the LHD/Hospital conference call on 8/31, someone asked whether student nurses could provide flu shots and the answer was “no” because of licensure issues.  If there is an agreement with a nursing program for students to complete clinical time, administer meds, etc then why can't they participate in flu clinics with a nursing instructor present? 

IDFPR has provided clarification on the issue of student nurses.  The Nurse Practice Act provides an exemption for the practice of nursing ‘that is included in the program of study by students enrolled in programs of nursing.’  Student nurses can continue to administer vaccinations as they have in the past as long as it is part of their nursing education and they are supervised by their instructor.  IDFPR recommends that the instructor be on-site and provide direct supervision of the students.  At this time there is no provision that would allow a student nurse to administer vaccinations at a mass clinic that is outside their educational program. 

· Some of our hospitals said that they were reluctant to discuss H1N1 sick time policy.  Hospitals and other medical providers will not be able to manage if staff is required to stay out 7 days.  They need clarification on how to make a sick time policy feasible. 

Hospitals should consult with their Human Resources program and their legal department to discuss needs related to establishing employee sick leave policies for H1N1 influenza. 

· Is a school nurse covered under the PREP Act while giving vaccinations at a public health clinic in a school where she is employed during her regular work day? 
Response Pending 

· When the Department is contemplating changes to the hospital licensing act, will there be allowances made for Critical Access Hospitals (CAHs) to go over their 25 bed limit during the pandemic?  If not, there could be severe hardship for patients in areas served mainly by the CAHs. 
Critical care access hospitals (CAH) are a federal category of hospitals.  Thus, direction for CAHs must come from the federal government.  In 2007, the Center for Medicare and Medicaid Services (CMS) developed a FAQ document to provide direction on allowable deviations from provider survey and certification requirements during a declared public health emergency. 

With regard to the 25-bed limit, CMS provided the following response: “During a federally declared public health emergency, CMS will not count any bed use that exceeds the 25-bed or 96-hour average length of stay limits, if this result is clearly identified as relating to the disaster.  CAHs must clearly indicate in the medical record where an admission is made or length of stay extended to meet the demands of the crisis.” 

With regard to the 96-hour rule, CMS provided the following response: “Hospitals located in the federal public health emergency area that are providing assistance to evacuees should do what is necessary to assure the safety and health of their patients and any additional patients who may seek care at their facilities.  CAHs that exceed the 25-bed rule and 96-hour stays will not risk CAH certification in responding to these emergency conditions during the time period of the HHS Secretary’s 1135(b) waiver.” 
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