Novel Influenza A Clinical Description of Hospitalized Cases Protocol


Novel Influenza A: Clinical Description of Hospitalized Cases 

Summary
Novel influenza A viruses that cause human disease are of particular concern because of their pandemic potential. This protocol may be used to gather clinical information in a hospital setting about a cluster(s) of novel influenza A infections, either lab-confirmed or suspected, that will be used for public health and clinical care management.  The case report form that is the core of this protocol may be used by any clinical investigator (US or abroad) who is involved with the clinical treatment of a person infected with a novel influenza A virus, especially early in any outbreak situation. The use of a standardized data collection instrument will aid in uniform data collection of geographically dispersed cases and also for clinical comparison to assess changes in viral pathogenesis and clinical course over time.
Human cases of novel influenza A will be investigated by CDC as emergency public health practice and response and is therefore unlikely to require formal CDC IRB approval.  However, US institutions or academic centers that become involved in collecting data for this novel influenza A clinical description protocol may require formal IRB review. To facilitate early use of this protocol, in the event of novel influenza A in the US and to accommodate deferral to CDC IRB by local IRB, CDC IRB pre-approval of this protocol is being sought.
The use of this protocol is at the discretion of the local investigator, but is of primary importance when the following four circumstances exist:
• novel human influenza A subtype virus infection of a person has been confirmed by CDC’s Influenza Laboratory or its designee.
• evidence of or strong suspicion of human-to-human disease transmission (sustained or otherwise sustained if not controlled by intervention measures)

• cluster of cases, spatially- or temporally (by epidemiologic-link)-related
• lack of clinical characterizing information or to document a compelling, unusual clinical manifestation/treatment course
And, ideally, until basic epidemiology of novel influenza A is known:
• local epidemiologic field investigation of these cases and their contacts is conducted so the full spectrum of disease can be characterized and risk factors for disease identified
Data sharing is strongly encouraged so that a complete epidemiologic and clinical description can be developed and shared among all affected populations.  To facilitate this, an electronic database for data entry and transmission will be available. Protocol references have URLs listed to enable downloading, when publicly available, and others will be made available when possible.
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Background
In January 2007, the Council of State and Territorial Epidemiologists approved the addition of novel influenza A infections among persons to the list of nationally notifiable diseases and conditions [CDC, MMWR April 2007]. The case definitions—confirmed, probable and suspected— used for reporting purposes has also been defined [CDC Novel flu A ]. Individual cases should be reported to local/state public health agencies that will then report into the national reportable disease system. The reporting of the case for public health surveillance purposes is separate from the reporting related to this protocol for clinical description.

There are three types of influenza viruses—A, B and C—but only influenza A viruses can cause both seasonal epidemics and have the potential for dramatic and sudden changes to its hemagglutinin protein (antigenic shift) that can lead to emergence of a pandemic virus [Nicholson, 2003; Treanor 2000]. Influenza A viruses are further subtyped based on the type of hemagglutinin, H, and neuraminidase, N. Influenza A viruses can infect many other animal species besides humans, including marine mammals, dogs, horses, birds, and pigs. The natural reservoir for all known influenza A viruses is wild aquatic waterfowl. All three human influenza pandemics of the 20th century were caused by viruses in which all or some genes were from avian influenza A viruses. Influenza A viral reassortants with genes from different species have been detected in birds and pigs, with documented transmission to humans. 

Since its re-emergence in 2003, influenza A H5N1 has spread among poultry and birds from Asia and Southeast Asia to the Middle East, Eastern Europe, and West Africa.  Although the H5N1 virus has pandemic potential [Peirus 2007], it has not to date acquired the necessary additional characteristics  to transmit from human to human efficiently.

Beyond H5N1 there is more limited published information about other novel influenza A virus subtype infections in humans. Other subtypes of avian influenza A viruses infecting humans have been described, including H7N2, H7N3, H7N7, and H9N2 [Tweed 2004; Fouchier 2004; Peirus 2007] and a review of swine influenza A virus infection in humans is available [Myers 2007]. Although other species of influenza infection have been described those have not been included for brevity. 

The clinical course of H5N1 infections in humans has been documented in a limited number of publications [Hien 2004; WHO, NEJM 2008; Areechokchai 2006; Wong, 2006; Kandum 2006; Oner 2006] and WHO has made available advice on its website about the clinical management of human H5N1 infections [WHO, Clinical ] but these publications should be interpreted with caution because the clinical information of human H5N1 virus infections may not be generalizable to any subsequent novel influenza A virus infection.  Some limited references for therapeutic regimens are available [Henter  2006, Hayden 2007, WHO Clinical]. These publications can be useful for advance review, but, again, the clinical relevance for any novel influenza subtype that may eventually emerge is unknown. 

The clinical manifestations of influenza disease are quite varied, from very mild to severe life-threatening illness.  A common complication of influenza illness is secondary bacterial infections which will warrant treatment with antibiotics.  Although not a common co-infection or superinfection, the growing prevalence and often life threatening course of Staphylococcs aureus pneumonia requires consideration and monitoring. Patients may develop acute respiratory distress syndrome and circulatory shock.  Other rarer clinical manifestations of influenza disease include myocarditis [Treanor 2000], encephalitis [Treanor 2000], Reye’s syndrome [Treanor 2000] and hemophagocytic syndrome [Fisman 2000]. 

Information about post mortem findings is available. Results of an examination among children during a severe seasonal influenza season [Guarner, 2006], H5N1 versus SARS [Ng 2006] and current updates of H5N1 findings [Ng 2007] are available.
Annual influenza vaccination is the main prevention measure for seasonal influenza.  While it is possible that seasonal influenza vaccine may provide some cross-protection against the same influenza hemagglutinin subtype, seasonal influenza vaccination cannot protect against novel influenza A virus infection. Development of a strain-specific vaccine takes on the order of months to prepare, certify and distribute so strain-specific vaccine cannot be relied upon as a preventive measure early in an outbreak of any novel influenza A virus.
There are two classes of anti-influenza medications: adamantanes (amantadine and rimantadine) and neuraminidase inhibitors (oseltamivir and zanamivir).  Both classes of drugs can be used to treat influenza A, although their mechanisms of action differs. Because of the high prevalence of drug resistance among H3N2 viruses which was publicized by CDC in early 2006, adamantanes are no longer recommended for treatment of seasonal influenza A virus infection in the United States. The drug resistance of various strains of H5N1 has suggested some resistance to the adamantanes [WHO, Clinical] so oseltamivir is currently recommended as first-line drug treatment.  Combination adamantane/neuraminidase inhibitor or use of other antiviral medications have not been assessed for clinical efficacy or for impact on development of drug resistance but may serve a role.  Use of antiviral medications for prophylaxis will not be discussed here but information may be found on the WHO website [WHO, Rapid Advice].
Because of the growing evidence that a cascade of local and systemic inflammatory mediators, cytokines and chemokines, are involved in the pathogenesis of influenza illness, treatment used to modify some destructive pathways and minimize the cellular damage to an infected person may be of clinical benefit. Steroids have been of little benefit for treatment of severe H5N1 human disease, however [WHO, NEJM; WHO Clinical]. Information about treatment successes and failures and the characteristics of those persons treated will be needed in the early phase of a widespread novel influenza A outbreak to better inform treatment strategies.
Risk factors for severe outcomes of influenza have been characterized for seasonal influenza and past pandemics. Although risk factors for acquisition of human infections with avian influenza A (H5N1) viruses have been described [Hien 2004; Kandum 2006; Oner 2006; WHO, NEJM 2008], those will not be discussed here since risk factors for novel influenza A infection may be quite different than H5N1. Risk factor identification should be part of the accompanying novel influenza A epidemiologic field investigation undertaken by local investigators/public health officials.
This protocol is intended to collect hospitalization illness information to describe the clinical course of novel influenza A illness. Medical information prior to hospitalization may also be collected to better define risk and protective factors for illness outcomes.  
Additional information, not included in this protocol will also be needed early during an outbreak.  Using this protocol’s case patient population, a supplemental protocol could be added to this protocol to run concurrently or this protocol could be amended to address additional scientific questions. Some examples of studies that could be added, but are not covered under this current IRB approval, include:
• length of viral shedding among confirmed novel influenza A infected persons, examined by factors such as age, antiviral treatment regimen, etc;
• effectiveness of hospital infection control measures to prevent secondary transmission to health care personnel or other patients, or;
• genomics of unusual disease outcomes (for recommended specimen collection see:  http://www.cdc.gov/genomics/training/books/HuGE/chap05.htm) 

• vital statistics matching for acquisition of deaths soon after hospital discharge
Methods


Study Type
This Clinical Description protocol is an observational study but data are collected for research purposes.  No intervention or use of investigational new drug is planned as part of this research activity and, as such, there is no provision in this protocol for adverse event reporting or for emergency care; however, the case report form allows for collection of use data of new drugs or off-label use of currently licensed drugs.  Usual reporting of adverse reactions to licensed products should be undertaken through traditional mechanisms such as the US Food and Drug Administration’s MedWatch (http://www.fda.gov/medwatch/).
Case Definition
A person of any age hospitalized with confirmed (by CDC or CDC lab-designee) novel influenza A infection.

Exclusion criteria: none

Early during a human outbreak of novel influenza A, a representative sample of cases will be needed from which a description of the clinical disease course can be developed and risk factors may be identified for planning, management and treatment purposes.  For that reason, no population, including a vulnerable population, will be excluded from this study.

Please note Figure 1 for steps involved with identification and reporting of novel influenza A human cases. Because interventions and control measures will be undertaken locally, it is important to include local and state public health in data gathering and sharing.  
Power

During the early phases of an outbreak, case series information may be the only clinical information available to describe the clinical course of a novel influenza A virus infection.  As more people become infected there will be a need to characterize the illness especially by contributing factors such as age, pre-existing medical conditions, timing of antiviral use, etc which may require hundreds of cases.  This protocol would be the vehicle to gather information on human cases that may be jurisdictionally or geographically dispersed. CDC would serve as the central recipient of this case information and would take responsibility for analyzing and disseminating this pooled clinical information.  

Informed Consent 

A waiver of informed consent is being requested for subjects of all ages for the following reasons:

•
The research poses no more than minimal risk to the subjects—because the primary human subjects contact for this study is with the patient’s medical chart and the research presents no more than minimal risk of harm to subjects and does not involve a procedure when done outside of the research context that would require written consent.  

•
The waiver will not adversely affect the rights and welfare of the subjects— because novel influenza A infections is a nationally notifiable condition, most localities view collection of clinical information associated with such cases as part of urgent public health surveillance and response. Personal identifying information such as name, medical record number and address will be removed before data submission to CDC.  CDC will identify each case using a unique Case Identification Number. Only the local investigators collecting the case information will be able to link personal identifiers with case information.  CDC will, however, maintain identifying information on treating physician and treating hospital so if additional

Figure 1. Schematic of Events: Identification and Reporting of Human Infection with a Novel Influenza A Virus 
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information is needed, communication between CDC and the clinical staff can be assured. Project paperwork maintained by each participating site/physician should never be submitted to CDC and should reside in a locked, secure location, available only to a minimum number of local staff.  Additionally, original paperwork should not be reused or disclosed to any other person or entity except as required by law.
•
The research could not be practically carried out without the waver— If a waiver of informed consent is not granted, the protocol’s clinical description data is prone to be non-representative and unacceptably delayed.  Persons who consent are not necessarily representative of the affected population and time to obtain individual or family consent will slow data gathering, possibly biasing findings.  In the event that this protocol is used because of circulation of a virus with pandemic potential, timely, accurate and representative data from all of the first few hospitalized cases will be needed to inform public health decisions and recommendations.  In the setting of the first hospitalized cases infected with novel influenza A virus, it is not practical to obtain informed consent from all cases but all cases’ medical histories are needed to describe the illness.  Using two extremes—1) the case is not recognized until after an unremarkable hospitalization to have been infected with a novel influenza A virus and has now gone home, requiring home follow-up to obtain consent or 2) the severely ill case is highly suspected of being infected with a novel influenza A virus and is not communicative, thereby requiring identification of a family member who can provide consent—each with its own challenges but neither case should be omitted or delayed in reporting because the loss of either type of case patient would significantly alter the perception of the disease course. 
•
Providing pertinent information after “participation” to subjects—The study results and addition information will not be shared individually with patients because it will not influence or benefit the study participants hospitalization or their future medical history following hospitalization. The only persons who might benefit from the study participant’s experience are other persons hospitalized in the future with a novel influenza A virus. And, this will occur as aggregated data (from which individuals cannot be identified) and results are made publicly available as quickly as possible, as the circumstances dictate.

Vulnerable Populations
Vulnerable populations such as pregnant women, children and prisoners are eligible to be included in this study. It is unknown at this time if such vulnerable populations may be an especially high risk group for novel influenza A virus infection and complications.  Pregnant women and young children are currently recognized to be at increased risk of complications from season influenza infection. As such, to exclude such persons may miss identification of important clinical features that may be important in crafting vaccination and antiviral use policy for these groups during circulation of novel influenza A virus.  
Prison populations include persons at increased risk (eg, elderly, pre-existing conditions, etc) of seasonal influenza complications so this vulnerable group also should not be excluded.  Unless hospitalized prisoners are specifically identified or segregated, it is unlikely that local study investigators will know if a patient is a prisoner. In the event the patient is known to local study staff as a prisoner and is included as a case patient, no information that identifies the patient as a prisoner (eg, home address) will ever be sent to CDC so prisoners will not be an identified as such CDC. Although prisoners will not be excluded they will also not be preferentially recruited.
Because this protocol is to be used for hospitalized persons infected with a novel influenza A virus, it is unlikely that the earliest cluster of human novel influenza A infections will occur in a correctional institution’s clinic/hospital because prisoners’ exposures/behaviors do not place them at higher risk for contracting novel influenza A infections than the general public.  In the extremely rare chance that a hospitalized prison population is among the first human cases of novel influenza A virus infection, when this protocol is amended to include local study investigators, special provisions as needed for the prison population will be included.
Protection of Privacy and Confidentiality

Personal identifiers such as name and address should be removed before data submission to CDC.  CDC will identify each case using a unique Case Identification Number. Only the local investigators collecting the case information will be able to link personal identifiers with case information.  CDC will, however, maintain identifying information on treating physician and treating hospital so if addition information is needed, communication between CDC and the clinical staff can be assured. Project paperwork maintained by each participating site/physician should never be submitted to CDC and should reside in a locked, secure location, available only to a minimum number of local staff.  Additionally, original paperwork should not be reused or disclosed to any other person or entity except as required by law, for authorized oversight of the research project, or for other research for which the use or disclosure of protected health information would be permitted.
Five years after the end of the local outbreak, local investigators will destroy project paperwork and if electronic databases exist they will either be deleted or de-identified, excluding personal identifying information.
Privacy Rule Waiver

A waiver of the Privacy Rule from HIPAA is requested because this study could not practicably be conducted without the waiver, for reasons also cited in the request for waiver of informed consent, and because the study needs access to and use of minimal risk, protected health information.  To ensure adequate safeguards against the disclosure of protected health information, measure listed under “Protection of Privacy and Confidentiality” will be undertaken.

Data Handling
The case report form includes all the data collection elements organized by category such as Facility Identification, Past Medical History, Clinical Signs and Symptoms, etc.

An Access database for data management and reporting is available. Limited data checks are included so care must be exercised when conducting data entry. An export program that creates a copy of the data after removing patient name and address will be available.  This de-identified data will be sent to CDC. The mechanism for data submission to CDC will be established at the time this protocol is used. 

Limitation
This protocol was written before any cluster of clinical human cases occurred in the United States.  As such, the forms and data elements may not adequately cover all the key information.  This protocol describes the minimum data that should be collected at the beginning of a novel influenza A human outbreak; clinicians participating in this study should feel free to systematically collect other clinical information, but should avoid altering the database and transmitting this additional information to CDC because of the data management issues it poses.
Data Dissemination
The data collected as part of this study will be analyzed and disseminated as quickly as possible, using available electronic, including the internet, and other communication sources. The study results will not be shared individually with patients, although aggregated individual patient clinical experiences, which contributed directly to this study, will be made available to the public in a manner that would maintain patient anonymity. Contributors will be acknowledged for their participation.
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APPENDIX

Clinical Case Report Form for NOVEL INFLUENZA A 

	Reporting and Case Identification
	STATE ID #: _____________________
	*CDC ID#: __________________

	CDC contacts:
	1. Influenza Division, ask for medical epidemiologist
	Voice: 404.639.3591

	
	2. Director’s Emergency Operation Center
	Voice: 404.639.3747 (daytime)

            770.488.7100 (after hours)

	If a cluster of pandemic influenza/novel influenza A human cases occurs, the available contacts will likely change, but the above are provide as initial contacts until a response network is established.

	Primary health department contact or study investigator

	
	Name and Position:
	____________________________________________________________________________________

	
	Institution:
	____________________________________________________________________________________

	
	City:
	__________________________
	State/Country:
	________________________
	Zip
	_______________

	
	Phone:
	(________)___________ - _________________
	Pager:
	(________)___________ - _________________

	
	Fax:
	(________)___________ - _________________
	Email:
	__________________________________________

	Case enrollment information

	Last Name: 

___________________________
	First Name: 

___________________________
	Middle Name: _______________
	Patient’s initials:
 _____
	Last 4-digits SSN**:
_________

	Address:

_________________________________________
	City:

__________________________________________
	Phone No.:  

(______)________ - __________

	County of residence:

_____________________________
	State of residence: (use 2-letter abbr)
____ ____
	Zip: 
__________________
	Country, if not US: ________________________

	If a residential address is not available, GIS coordinates of residence: ___________Lat x __________ Long
(Latitude Degrees/Minutes/Seconds X Longitudinal Degrees/Minutes/Seconds)

	Date of Birth:

_____-_____-_________ 

(MM-DD-YYYY)

Age: ________   ( mo   (  yrs
	Sex:

( Male 

( Female
	Ethnicity:
	 Race (check all that apply):     

( White

( Asian

( Black or African American

( Native Hawaiian or Other Pacific Islander

( American Indian or Alaska Native

( Multiracial

( Not Specified

	
	
	( Hispanic or Latino
	

	
	
	( Non-Hispanic or Latino
	

	
	
	( Not Specified
	


* Contact with CDC should occur before data collection begins so that the CDC ID series can be established. Depending on the State ID, one or two case IDs will be used.
** Social Security Number
             
             Data not transmitted
Notes: 
	Medical Care Facility Identification
	STATE ID #: _____________________
	CDC ID#: __________________

	A.
	Clinic/Hospital Name: __________________________________________________________
	Phone: ( ______) ______-________

Fax: ( ______) ______-________

	
	Date of visit:
	_______/ _______/ ________
	
	Patient or Medical Record #: _________________________________

	
	Admitted?

  
	( Yes       
( No
	
	

	
	Admission date*:
	_______/ _______/ ________ 


	Was the patient transferred?
	( Yes, list facility below as B (discharge date for A = admit date B)
( No

	
	
	
	Discharge date: 
	_______/ _______/ ________

	
	Treating Physician Name: _________________________________
	Pager/cell: ( ______) ______-________
	Clinic: ( ______) ______-________

	B.
	Clinic/Hospital Name: __________________________________________________________
	Phone: ( ______) ______-________

Fax: ( ______) ______-________

	
	Date of visit:  
	_______/ _______/ ________
	
	Patient or Medical Record #: _________________________________

	
	Admitted? 

 
	( Yes       

( No
	
	

	
	Admission date*: 
	_______/ _______/ ________
	Was the patient transferred?
	( Yes, list facility below as C. (discharge date for B = admit date C)

( No

	
	
	
	Discharge date: 
	_______/ _______/ ________

	
	Treating Physician Name: _________________________________
	Pager/cell: ( ______) ______-________
	Clinic: ( ______) ______-________

	C.
	Clinic/Hospital Name: __________________________________________________________
	Phone: ( ______) ______-________

Fax: ( ______) ______-________

	
	Date of visit:  
	_______/ _______/ ________
	
	Patient or Medical Record #: _________________________________

	
	Admitted?

  
	( Yes      

( No
	
	

	
	Admission date*: 
	_______/ _______/ ________
	
	Discharge date: 
	_______/ _______/ ________  

	
	Treating Physician Name: _________________________________
	Pager/cell: ( ______) ______-________
	Clinic: ( ______) ______-________


*If admitted to the hospital on date other than visit date, list admission date.

	Vaccination History
	STATE ID #: _____________________
	CDC ID#: __________________

	1. Did the patient receive any influenza vaccine during fall or winter of the current influenza season?
	 ( Yes      
	( No      
	( Unknown

	If YES, please specify vaccine type:
	Date of receipt  
	

	
	Dose 1
	Dose 2

	( Injected vaccine --Trivalent inactivated influenza vaccine (TIV)

( Nasal spray -- Live-attenuated influenza vaccine (LAIV)

( Unknown
	____/_____/______
____/_____/______

mm/dd/yy
	( Unknown

( Unknown


	____/_____/______
____/_____/______

mm/dd/yy
	( Unknown

( Unknown



	2. Did the patient receive any novel influenza vaccine, swine H1N1?

	
	( Yes
	( No
	( Unknown

	If YES, please specify all vaccine received:
	Indicate whether 1 or 2 doses were received by completing date of receipt for each dose

	( Sanofi Pasteur  xx vaccine
	Dose #1 

Dose #2
	____/_____/______  mm/dd/yy

____/_____/______  mm/dd/yy
	OR
	____/_____   mm/yy
____/_____   mm/yy
	( Unknown

( Unknwon

	( GlaxoSmithKline xx vaccine
	Dose #1 

Dose #2
	____/_____/______  mm/dd/yy

____/_____/______  mm/dd/yy
	OR
	____/_____   mm/yy
____/_____   mm/yy
	( Unknown

( Unknwon

	( Chiron xx vaccine
	Dose #1 

Dose #2
	____/_____/______  mm/dd/yy

____/_____/______  mm/dd/yy
	OR
	____/_____   mm/yy
____/_____   mm/yy
	( Unknown

( Unknwon

	( Other vaccine Specify:_______________
	Dose #1 

Dose #2
	____/_____/______  mm/dd/yy

____/_____/______  mm/dd/yy
	OR
	____/_____   mm/yy
____/_____   mm/yy
	( Unknown

( Unknwon

	( Unknown
	Dose #1 

Dose #2
	____/_____/______  mm/dd/yy

____/_____/______  mm/dd/yy
	OR
	____/_____   mm/yy
____/_____   mm/yy
	( Unknown

( Unknwon

	
	
	
	
	
	

	3. Did the patient ever receive pneumococcal vaccine?
	( Yes
	( No
	( Unknown
	

	If YES, in what year was pneumococcal vaccine received? __________
	
	
	

	        What type of vaccine?  
	( 7-valent conjugate
	( 23-valent polysaccharide
	( Unknown
	


	Past medical history
	STATE ID #: _____________________
	CDC ID#: __________________

	1.  Currently smoke cigarettes?
	( Everyday
	( Some days
	( Not at all

	      If YES, how many years as a smoker? 
	______ yrs
	
	
	

	Has the person ever been diagnosed with:

	1.
	Cognitive dysfunction
	( Yes
	( No
	( Unknown

	        If YES, specify by checking all that apply :  
	( Down’s syndrome        ( dementia        ( Other  _______________________

	2.
	Seizure disorder
	( Yes
	( No
	( Unknown

	3.
	Neuromuscular disorder
	( Yes
	( No
	( Unknown

	       If YES, specify by checking all that apply
	( cerebral palsy       ( history of stroke         ( Other  _____________________

	4.
	Guillain-Barre Syndrome
	( Yes
	( No
	( Unknown

	5.
	Chronic lung disease
	( Yes
	( No
	( Unknown

	       If YES, specify by checking all that apply
	( asthma        ( cystic fibrosis        ( COPD         ( Other _________________

	6.
	Chronic metabolic disorders, including diabetes mellitus
	( Yes
	( No
	( Unknown

	7.
	Chronic cardiovascular disease, excluding hypertension
	( Yes
	( No
	( Unknown

	      If YES, specify   .  .  .  .  .  .  .  .  .  .  .  .  .  .  .
	___________________________
	
	

	8.
	Hemoglobinopathy, including sickle cell disease
	( Yes
	( No
	( Unknown

	9.
	Renal disease
	( Yes
	( No
	( Unknown

	       If YES, specify   .  .  .  .  .  .  .  .  .  .  .  .  .  .  . 
	_________________________
	
	

	10.

	Cancer diagnosed in last year, including leukemia/lymphoma  (excluding: nonmelanoma skin cancer)
	( Yes
	( No
	( Unknown

	11.
	Immunosuppressive condition*, including chemotherapy, steroid
	( Yes
	( No
	( Unknown

	       If YES, specify  condition and/or medication
	_________________________
	

	12.
	Pregnant, currently or within 10 days of hospitalization
	( Yes
	( No
	( Unknown

	       If YES, specify Expected Date of Confinement (EDC) or delivery date:   ______/____/_____
	

	13.
	Other condition.  Specify: ______________________________________________________
	

	14.
	Other condition.  Specify: ______________________________________________________
	

	15.
	Other condition.  Specify: ______________________________________________________
	

	16.
	Other condition.  Specify: ______________________________________________________
	

	
	
	


*condition active at the time of illness
	Clinical Signs and Symptoms
	STATE ID #: ___________________
	CDC ID#: __________________

	Describe the patient’s clinical course  over time, from onset of symptoms to seeking care, at initial presentation for care and finally at presentation when admitted for hospitalization

	Symptoms
	Initial Onset

	Initial Presentation for Care

____/_____/______  mm/dd/yyyy
	Presentation at Hospital Admission

(if presentation for care=hospital admission, check 

and do NOT recopy symptoms in this column)

____/_____/______  mm/dd/yyyy

	
	
	Date (mm/dd/yyyy)
	
	

	1. Fever     subjective  
	 Yes      No
	____/_____/______
	 Yes          No         Unknown
	 Yes          No         Unknown

	                  measured temperature: ______
	 Yes      No
	____/_____/______
	 Yes          No         Unknown
	 Yes          No         Unknown

	2.  Chills
	 Yes      No
	____/_____/______
	 Yes          No         Unknown
	 Yes          No         Unknown

	3.  Fatigue/weakness
	 Yes      No
	____/_____/______
	 Yes          No         Unknown
	 Yes          No         Unknown

	4. Headache
	 Yes      No
	____/_____/______
	 Yes          No         Unknown
	 Yes          No         Unknown

	5. Altered mental status
	 Yes      No
	____/_____/______
	 Yes          No         Unknown
	 Yes          No         Unknown

	6. Seizure
	 Yes      No
	____/_____/______
	 Yes          No         Unknown
	 Yes          No         Unknown

	7. Red or draining eyes (conjunctivitis)
	 Yes      No
	____/_____/______
	 Yes          No         Unknown
	 Yes          No         Unknown

	8. Runny nose (rhinorrhea)
	 Yes      No
	____/_____/______
	 Yes          No         Unknown
	 Yes          No         Unknown

	9. Nasal congestion
	 Yes      No
	____/_____/______
	 Yes          No         Unknown
	 Yes          No         Unknown

	10.  Sore throat
	 Yes      No
	____/_____/______
	 Yes          No         Unknown
	 Yes          No         Unknown

	11. Cough
	 Yes      No
	____/_____/______
	 Yes          No         Unknown
	 Yes          No         Unknown

	              With sputum production
	 Yes      No
	____/_____/______
	 Yes          No         Unknown
	 Yes          No         Unknown

	              Hemoptysis or bloody sputum
	 Yes      No
	____/_____/______
	 Yes          No         Unknown
	 Yes          No         Unknown

	12. Wheezing 
	 Yes      No
	____/_____/______
	 Yes          No         Unknown
	 Yes          No         Unknown

	13. Sneezing
	 Yes      No
	____/_____/______
	 Yes          No         Unknown
	 Yes          No         Unknown

	14. Shortness of breath/difficulty breathing
	 Yes      No
	____/_____/______
	 Yes          No         Unknown
	 Yes          No         Unknown

	15. Chest pain 
	 Yes      No
	____/_____/______
	 Yes          No         Unknown
	 Yes          No         Unknown

	16.  Abdominal pain
	 Yes      No
	____/_____/______
	 Yes          No         Unknown
	 Yes          No         Unknown

	17. Vomiting
	 Yes      No
	____/_____/______
	 Yes          No         Unknown
	 Yes          No         Unknown

	18.  Diarrhea
	 Yes      No
	____/_____/______
	 Yes          No         Unknown
	 Yes          No         Unknown

	19.  Muscle aches (myalgias)
	 Yes      No
	____/_____/______
	 Yes          No         Unknown
	 Yes          No         Unknown

	              Of lower leg (calf muscles)
	 Yes      No
	____/_____/______
	 Yes          No         Unknown
	 Yes          No         Unknown

	20. Other (specify)__________________
	 Yes      No
	____/_____/______
	 Yes          No         Unknown
	 Yes          No         Unknown

	21. Other (specify)__________________
	 Yes      No
	____/_____/______
	 Yes          No         Unknown
	 Yes          No         Unknown

	22. Other (specify)__________________
	 Yes      No
	____/_____/______
	 Yes          No         Unknown
	 Yes          No         Unknown

	23. Other (specify)__________________
	 Yes      No
	____/_____/______
	 Yes          No         Unknown
	 Yes          No         Unknown

	24. Other (specify)__________________
	 Yes      No
	____/_____/______
	 Yes          No         Unknown
	 Yes          No         Unknown


	Vital Signs – Hospitalization
	STATE ID #: ___________________
	CDC ID#: __________________

	Please note the following vital signs at hospital admission presentation and during the first 7 days of hospitalization.  

Document the date measured fever (temp >38.0oC or 100.4oF) resolved:
	
	
	
	
	

	
	At  presentation
	 During first 7 days of hospitalization
	Resolution of fever

	
	
	Day 1
	Day 2
	Day 3
	Day 4
	Day 5
	Day 6
	Day 7
	

	Date(s) taken:

(mm/dd/yy)
	____/____/_____
	____/____/_____
	____/____/_____
	____/____/_____
	____/____/_____
	____/____/_____
	____/____/_____
	____/____/_____
	____/____/_____

	1. Max Temperature (Tmax)
	____ ( C
	____ ( C
	____ ( C
	____ ( C
	____ ( C
	____ ( C
	____ ( C
	____ ( C
	____ ( C

	2. Lowest Blood pressure (BP)
	____ / ____ 
	____ / ____ 
	____ / ____ 
	____ / ____ 
	____ / ____ 
	____ / ____ 
	____ / ____ 
	____ / ____ 
	

	3. Extreme* Respiratory rate
	_____ per min
	_____ per min
	_____ per min
	_____ per min
	_____ per min
	_____ per min
	_____ per min
	_____ per min
	

	4. Extreme* Heart rate
	______ beats/min
	______ beats/min
	______ beats/min
	______ beats/min
	______ beats/min
	______ beats/min
	______ beats/min
	______ beats/min
	

	
	
	Using:  O2 mask

           ventilator
	Using:  O2 mask

           ventilator
	Using:  O2 mask

           ventilator
	Using:  O2 mask

           ventilator
	Using:  O2 mask

           ventilator
	Using:  O2 mask

           ventilator
	Using:  O2 mask

           ventilator
	

	5.  O2 Sat (lowest)
	_______  %
	_______  %
	_______  %
	_______  %
	_______  %
	_______  %
	_______  %
	_______  %
	

	6. Fi O2† 
	_______  
	_______  
	_______  
	_______  
	_______  
	_______  
	_______  
	_______  
	

	7. Glucose, serum
	_______ mg/dl
	
	
	
	
	
	
	
	

	8. Height 
	_________

Circle: cm  or  inches
	
	
	
	
	
	
	
	

	9. Weight 
	_________

Circle: kg  or  lbs
	
	
	
	
	
	
	
	


* highest or lowest

†fraction of inspired oxygen

	Hematology and Serum Chemistries
	STATE ID #: __________________
	CDC ID #: __________________

	Note initial value and any significant changes that occurred at hospital admission presentation and during hospitalization

	
	At  presentation
	During hospitalization  --extreme* values

	
	
	1st week
	2nd week
	3rd week
	At hospital discharge**

	Date (mm/dd/yy):
	_____/_____/_____
	_____/_____/_____
	_____/_____/_____
	_____/_____/_____
	_____/_____/_____

	1. White blood cell count (WBC) . . . . . . . . . . 
	__________cells/mm3
	__________cells/mm3
	__________cells/mm3
	__________cells/mm3
	__________cells/mm3

	2. Differential: 
	Neutrophils . . . . . . 
	_______________%
	_______________%
	_______________%
	_______________%
	_______________%

	
	Bands . . . . . . . . . . .
	_______________%
	_______________%
	_______________%
	_______________%
	_______________%

	
	Lymphocytes . . . . .
	_______________%
	_______________%
	_______________%
	_______________%
	_______________%

	
	Eosinophils . . . . . . 
	_______________%
	_______________%
	_______________%
	_______________%
	_______________%

	3. Hematocrit (Hct) . . . . . . . . . . . . . . . . . . . . . 
	_______________%
	_______________%
	_______________%
	_______________%
	_______________%

	4. Platelets (Plt) . . . . . . . . . . . . . . . . . . . . . . . . 
	___________103/mm3
	___________103/mm3
	___________103/mm3
	___________103/mm3
	___________103/mm3

	5. Prothrombin time (PT) . . . . . . . . . . . . . . . . .
	____________sec
	____________sec
	____________sec
	____________sec
	____________sec

	6. INR . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . 
	_________________
	_________________
	_________________
	_________________
	_________________

	7. Sodium (Na) . . . . . . . . . . . . . . . . . . . . . . . . .
	______________U/L
	______________U/L
	______________U/L
	______________U/L
	______________U/L

	8. Potassium (K) . . . . . . . . . . . . . . . . . . . . . . . 
	______________U/L
	______________U/L
	______________U/L
	______________U/L
	______________U/L

	9. Bicarbonate (HCO3) . . . . . . . . . . . . . . . . . . 
	______________U/L
	______________U/L
	______________U/L
	______________U/L
	______________U/L

	10. Serum albumin . . . . . . . . . . . . . . . . . . . . . .
	______________g/dL
	______________g/dL
	______________g/dL
	______________g/dL
	______________g/dL

	11. Serum creatinine . . . . . . . . . . . . . . . . . . . . 
	_____________mg/dL
	_____________mg/dL
	_____________mg/dL
	_____________mg/dL
	_____________mg/dL

	12. Serum glucose . . . . . . . . . . . . . . . . . . . . . . 
	
	_____________mg/dL
	_____________mg/dL
	_____________mg/dL
	_____________mg/dL

	13. SGPT/ALT . . . . . . . . . . . . . . . . . . . . . . . . .
	______________U/L
	______________U/L
	______________U/L
	______________U/L
	______________U/L

	14. SGOT/AST . . . . . . . . . . . . . . . . . . . . . . . . 
	______________U/L
	______________U/L
	______________U/L
	______________U/L
	______________U/L

	15. Total bilirubin . . . . . . . . . . . . . . . . . . . . . . 
	_____________mg/dL
	_____________mg/dL
	_____________mg/dL
	_____________mg/dL
	_____________mg/dL

	16. Serum ammonia . . . . . . . . . . . . . . . . . . . . .
	____________mcg/dL
	____________mcg/dL
	____________mcg/dL
	____________mcg/dL
	____________mcg/dL

	17. Lactate dehydrogenase (LDH) . . . . . . . . . .
	______________U/L
	______________U/L
	______________U/L
	______________U/L
	______________U/L

	18. Lipase . . . . . . . . . . . . . . . . . . . . . . . . . . . . .
	______________U/L
	______________U/L
	______________U/L
	______________U/L
	______________U/L

	19. Creatine kinase (CK or CPK) . . . . . . . . . . 
	______________U/L
	______________U/L
	______________U/L
	______________U/L
	______________U/L

	20. C-reactive protein (CRP) . . . . . . . . . . . . . . 
	_____________mg/dL
	_____________mg/dL
	_____________mg/dL
	_____________mg/dL
	_____________mg/dL

	21. Erythrocyte sedimentation rate (ESR) . . . . 
	_____________mg/dL
	_____________mg/dL
	_____________mg/dL
	_____________mg/dL
	_____________mg/dL

	22. __________________________________
	___________Units:____
	___________Units:____
	___________Units:____
	___________Units:____
	___________Units:____

	23. __________________________________
	___________Units:____
	___________Units:____
	___________Units:____
	___________Units:____
	___________Units:____

	24. __________________________________
	___________Units:____
	___________Units:____
	___________Units:____
	___________Units:____
	___________Units:____

	Other significant lab findings (e.g., CSF protein)

	Type of test
	Specimen type
	Date (mm/dd/yy)
	Result

	
	
	_____/_____/_____
	

	
	
	_____/_____/_____
	

	
	
	_____/_____/_____
	


* highest or lowest

** discharge from hospital or at death
	Radiology ― Chest x-ray
	STATE ID #: __________________
	CDC ID #: __________________

	Note pulmonary radiologic findings at hospital admission presentation and during hospitalization. Other noteworthy radiologic images or reports should be shared with CDC on a case by case basis.

	A
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R
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	1. Did the patient have a chest x-ray ……………………………………
	( Yes
	( No
	( Unknown

	
	(  If YES,
	Date of first chest x-ray…………
	_______/ _______/ ________ (mm/dd/yy)

	
	
	(  Any abnormal findings…………………………………………………...
	( Yes
	( No
	( Unknown

	
	
	(  Check all that apply:

	
	
	 Single lobar infiltrate
	 Multi-lobar infiltrate
	 Complete opacification
	 Interstitial infiltrate

	
	
	 Pneumothorax
	 Pneumomediastium
	 Widened mediastinum
	 Hilar adenopathy

	
	
	 Enlarged epiglottis
	 Tracheal narrowing
	 Pulmonary cavity or blebs
	 Consolidation

	
	
	 Enlarged heart
	 Pleural effusion
	 Granuloma
	

	
	
	(  Check all areas/regions with any abnormality:

	
	
	 Left upper lobe
	 Left lingula
	 Left lower lobe

	
	
	 Right upper lobe
	 Right middle lobe
	 Right lower lobe

	
	
	(  Are any of the findings consistent with the pt’s pre-existing medical history?
	( Yes
	( No
	( Unknown

	
	
	If YES, please explain.
	
	
	

	
	
	
	
	
	

	
	(  Summarize impression (Please note if findings are new or consistent with pre-existing medical history):

	
	

	
	Will a digital image of this chest x-ray be sent to CDC?  ( Yes   (see instruction below)     ( No

	
	Digital radiologic images that will be shared with CDC should be scanned as a jpg image.  Patient’s name and other personal identifying information should be hidden or blacked out.  Digital image file name should include CDC ID and date of exam as a string.  For example: 05100021007, where CDC ID=05100 and date of exam=021007 (February 10, 2007).

	2. Did the patient have another chest x-ray with significantly different findings………
	( Yes
	( No
	( Unknown

	(  If YES, 
	Date of chest x-ray………………
	_______/ _______/ ________ (mm/dd/yy)

	
	(  Any abnormal findings………………………………………………………..…...
	( Yes
	( No
	( Unknown

	
	(  Check all that apply:

	
	 Single lobar infiltrate
	 Multi-lobar infiltrate
	 Complete opacification
	 Interstitial infiltrate

	
	 Pneumothorax
	 Pneumomediastium
	 Widened mediastinum
	 Hilar adenopathy

	
	 Enlarged epiglottis
	 Tracheal narrowing
	 Pulmonary cavity or blebs
	 Consolidation

	
	 Enlarged heart
	 Pleural effusion
	 Granuloma 
	

	
	(  Check all area/regions with any abnormality:

	
	 Left upper lobe
	 Left lingula
	 Left lower lobe

	
	 Right upper lobe
	 Right middle lobe
	 Right lower lobe

	(  Summarize impression:

	

	Will a digital image of this chest x-ray be sent to CDC?  ( Yes   (see instruction below)     ( No

	Digital radiologic images that will be shared with CDC should be scanned as a jpg image.  Patient’s name and other personal identifying information should be hidden or blacked out.  Digital image file name should include CDC ID and date of exam as a string.  For example: 05100021007, where CDC ID=05100 and date of exam=021007 (February 10, 2007.)


	Radiology ― Chest x-ray  (continued)
	STATE ID #: __________________
	CDC ID #: __________________

	Note pulmonary radiologic findings at hospital admission presentation and during hospitalization. Other noteworthy radiologic images or reports should be shared with CDC on a case by case basis.

	3. Did the patient have another chest x-ray with significantly different findings………
	( Yes
	( No
	( Unknown

	(  If YES, 
	Date of chest x-ray……………….
	_______/ _______/ ________ (mm/dd/yy)

	
	(  Any abnormal findings………………………………………………………..…...
	( Yes
	( No
	( Unknown

	
	(  Check all that apply:

	
	 Single lobar infiltrate
	 Multi-lobar infiltrate
	 Complete opacification
	 Interstitial infiltrate

	
	 Pneumothorax
	 Pneumomediastium
	 Widened mediastinum
	 Hilar adenopathy

	
	 Enlarged epiglottis
	 Tracheal narrowing
	 Pulmonary cavity or blebs
	 Consolidation

	
	 Enlarged heart
	 Pleural effusion
	 Granuloma 
	

	
	(  Check all areas/regions with any abnormality:

	
	 Left upper lobe
	 Left lingula
	 Left lower lobe

	
	 Right upper lobe
	 Right middle lobe
	 Right lower lobe

	(  Summarize impression:

	

	

	Will a digital image of this chest x-ray be sent to CDC?  ( Yes   (see instruction below)     ( No

	Digital radiologic images that will be shared with CDC should be scanned as a jpg image.  Patient’s name and other personal identifying information should be hidden or blacked out.  Digital image file name should include CDC ID and date of exam as a string.  For example: 05100021007, where CDC ID=05100 and date of exam=021007 (February 10, 2007).

	Last Chest x-ray prior to discharge or death
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	4. Did the patient have another chest x-ray with significantly different findings………
	( Yes
	( No
	( Unknown

	
	(  If YES,
	Date of chest x-ray……………….
	_______/ _______/ ________ (mm/dd/yy)

	
	
	(  Any abnormal findings………………………………………………………..…...
	( Yes
	( No
	( Unknown

	
	
	(  Check all that apply:

	
	
	 Single lobar infiltrate
	 Multi-lobar infiltrate
	 Complete opacification
	 Interstitial infiltrate

	
	
	 Pneumothorax
	 Pneumomediastium
	 Widened mediastinum
	 Hilar adenopathy

	
	
	 Enlarged epiglottis
	 Tracheal narrowing
	 Pulmonary cavity or blebs
	 Consolidation

	
	
	 Enlarged heart
	 Pleural effusion
	 Granuloma 
	

	
	
	(  Check all areas/regions with any abnormality:

	
	
	 Left upper lobe
	 Left lingula
	 Left lower lobe

	
	
	 Right upper lobe
	 Right middle lobe
	 Right lower lobe

	
	(  Summarize impression:

	
	

	
	Will a digital image of this chest x-ray be sent to CDC?  ( Yes   (see instruction below)     ( No

	
	Digital radiologic images that will be shared with CDC should be scanned as a jpg image.  Patient’s name and other personal identifying information should be hidden or blacked out.  Digital image file name should include CDC ID and date of exam as a string.  For example: 05100021007, where CDC ID=05100 and date of exam=021007 (February 10, 2007).


	Radiology — Chest CT or MRI
	STATE ID #: _______________
	CDC ID#:

__________________

	Note pulmonary radiologic findings at hospital admission presentation and during hospitalization. Other noteworthy radiologic images or reports should be shared with CDC on a case by case basis.

	1. Did the patient have a CT/MRI scan?........................................................................
	( Yes
	( No
	( Unknown

	(  If YES,
	Select one:    ( CT- contrast      ( CT- non contrast         
	( MRI
	

	
	Date………………………
	_______/ _______/ ________ (mm/dd/yy)

	
	(  Any abnormal findings………………………………………………….………...
	( Yes
	( No
	( Unknown

	
	(  Check all that apply:

	
	 Single lobar infiltrate
	 Multi-lobar infiltrate
	 Complete opacification
	 Interstitial infiltrate

	
	 Pneumothorax
	 Pneumomediastium
	 Widened mediastinum
	 Hilar adenopathy

	
	 Enlarged epiglottis
	 Tracheal narrowing
	 Pulmonary cavity or blebs
	 Granuloma

	
	 Enlarged heart
	 Pleural effusion
	 Empyema
	 Consolidation

	
	(  Check all alveolar spaces with any abnormality:

	
	 Left upper lobe
	 Left lingula
	 Left lower lobe

	
	 Right upper lobe
	 Right middle lobe
	 Right lower lobe

	(  Summarize impression (Include any pertinent non pulmonary findings):

	

	

	Will a digital image of this CT/MRI be sent to CDC?  ( Yes   (see instruction below)     ( No

	Digital radiologic images that will be shared with CDC should be scanned as a jpg image.  Patient’s name and other personal identifying information should be hidden or blacked out.  Digital image file name should include CDC ID and date of exam as a string.  For example: 05100021007A, where CDC ID=05100 and date of exam=021007 (February 10, 2007) and “A” indicates additional radiologic exam from same patient, same day

	2. Did the patient have a another CT /MRI scan?........
	( Yes
	( No
	( Unknown

	(  If YES,
	Select one:    ( CT- contrast      ( CT- non contrast         
	( MRI
	

	
	Date………………………….….
	_______/ _______/ ________ (mm/dd/yy)
	

	
	(  Any abnormal findings………………………………………………….………...
	( Yes
	( No
	( Unknown

	
	(  Check all that apply:

	
	 Single lobar infiltrate
	 Multi-lobar infiltrate
	 Complete opacification
	 Interstitial infiltrate

	
	 Pneumothorax
	 Pneumomediastium
	 Widened mediastinum
	 Hilar adenopathy

	
	 Enlarged epiglottis
	 Tracheal narrowing
	 Pulmonary cavity or blebs
	 Granuloma

	
	 Enlarged heart
	 Pleural effusion
	 Empyema
	 Consolidation

	
	(  Check all alveolar spaces with any abnormality:

	
	 Left upper lobe
	 Left lingula
	 Left lower lobe

	
	 Right upper lobe
	 Right middle lobe
	 Right lower lobe

	(  Summarize impression (Include any pertinent non pulmonary findings):

	

	

	Will a digital image of this CT/MRI be sent to CDC?  ( Yes   (see instruction below)     ( No

	Digital radiologic images that will be shared with CDC should be scanned as a jpg image.  Patient’s name and other personal identifying information should be hidden or blacked out.  Digital image file name should include CDC ID and date of exam as a string.  For example: 05100021007B, where CDC ID=05100 and date of exam=021007 (February 10, 2007) and “B” indicates second additional radiologic exam from same patient, same day


	Medications and Blood Products 
	STATE ID #:
 __________________
	CDC ID #: __________________

	List medications the case-patient was taking at time of hospital admission presentation and during hospitalization:

	
	At hospital presentation 
	During hospitalization 

	
	Date Start

(mm/dd/yy )
	
	Date Start

(mm/dd/yy )
	Date stopped

(mm/dd/yy)
	

	1. Antivirals (influenza and other) 
	
	Dosage
	
	
	Dosage

	   Oseltamivir (Tamiflu)
	_____/_____/_____
	________________
	_____/_____/_____
	_____/_____/_____
	_________________

	   Zanamivir (Relenza)
	_____/_____/_____
	________________
	_____/_____/_____
	_____/_____/_____
	_________________

	   Amantadine [not for first-line treatment]
	_____/_____/_____
	________________
	_____/_____/_____
	_____/_____/_____
	_________________

	   Rimantadine [not for first-line treatment]
	_____/_____/_____
	________________
	_____/_____/_____
	_____/_____/_____
	_________________

	   Other _________________________  PO    _____ 
	_____/_____/_____
	________________
	_____/_____/_____
	_____/_____/_____
	_________________

	   Other _________________________  PO    _____ 
	_____/_____/_____
	________________
	_____/_____/_____
	_____/_____/_____
	_________________


	
	
	
	
	
	

	2. Antimicrobials  (include antibacterial, antifungal or antiparasitic agents)
	Date Start

(mm/dd/yy )
	Dosage
	Date Start

(mm/dd/yy )
	Date stopped

(mm/dd/yy)
	Dosage

	_____________________________  PO    IV    IM
	
	________________
	_____/_____/_____
	_____/_____/_____
	_________________

	_____________________________  PO    IV    IM
	_____/_____/_____
	________________
	_____/_____/_____
	_____/_____/_____
	_________________

	_____________________________  PO    IV    IM
	_____/_____/_____
	________________
	_____/_____/_____
	_____/_____/_____
	_________________

	_____________________________  PO    IV    IM
	_____/_____/_____
	________________
	_____/_____/_____
	_____/_____/_____
	_________________

	
	
	
	
	
	

	3. Steroids or other immune modulating medication
	Date Start

(mm/dd/yy )
	Dosage
	Date Start

(mm/dd/yy )
	Date stopped

(mm/dd/yy)
	Dosage

	_____________________________  PO    IV    IM
	_____/_____/_____
	________________
	_____/_____/_____
	_____/_____/_____
	_________________

	_____________________________  PO    IV    IM
	_____/_____/_____
	________________
	_____/_____/_____
	_____/_____/_____
	_________________

	_____________________________  PO    IV    IM
	_____/_____/_____
	________________
	_____/_____/_____
	_____/_____/_____
	_________________

	
	
	
	
	
	

	4. Other prescription medications*
	Dosage
	Date Start

(mm/dd/yy )
	Date stopped

(mm/dd/yy)
	Dosage

	_____________________________  PO    IV    IM
	_________________
	_____/_____/_____
	_____/_____/_____
	_________________

	_____________________________  PO    IV    IM
	_________________
	_____/_____/_____
	_____/_____/_____
	_________________

	_____________________________  PO    IV    IM
	_________________
	_____/_____/_____
	_____/_____/_____
	_________________

	_____________________________  PO    IV    IM
	_________________
	_____/_____/_____
	_____/_____/_____
	_________________

	_____________________________  PO    IV    IM
	_________________
	_____/_____/_____
	_____/_____/_____
	_________________

	
	
	
	
	
	

	5. Over-the-counter medications**
	Date Start

(mm/dd/yy )
	Dosage
	Date Start

(mm/dd/yy )
	Date stopped

(mm/dd/yy)
	Dosage

	______________________________  PO    IV    IM
	_____/_____/_____
	________________
	_____/_____/_____
	_____/_____/_____
	_________________

	______________________________  PO    IV    IM
	_____/_____/_____
	________________
	_____/_____/_____
	_____/_____/_____
	_________________

	______________________________  PO    IV    IM
	_____/_____/_____
	________________
	_____/_____/_____
	_____/_____/_____
	_________________

	______________________________  PO    IV    IM
	_____/_____/_____
	________________
	_____/_____/_____
	_____/_____/_____
	_________________

	
	
	
	
	
	

	6. Herbal/non traditional  medications
	Date Start

(mm/dd/yy )
	Dosage
	Date Start

(mm/dd/yy )
	Date stopped

(mm/dd/yy)
	Dosage

	______________________________  PO    IV    IM
	_____/_____/_____
	________________
	_____/_____/_____
	_____/_____/_____
	_________________

	______________________________  PO    IV    IM
	_____/_____/_____
	________________
	_____/_____/_____
	_____/_____/_____
	_________________

	______________________________  PO    IV    IM
	_____/_____/_____
	________________
	_____/_____/_____
	_____/_____/_____
	_________________

	______________________________  PO    IV    IM
	_____/_____/_____
	________________
	_____/_____/_____
	_____/_____/_____
	_________________

	
	
	
	
	
	


* medications taken on an on-going or chronic basis

** include aspirin, bismuth subsalicylate (Pepto Bismol), ibuprofen, acetaminophen, etc.

	 Influenza Diagnostic Testing
	STATE ID #: ________________
	CDC ID#: ___________________

	If any influenza culture, antibody tests, antigen detection, PCR or special stains were performed, please note results:

	Specimen Type*
	Collection Date

mm/dd/yy
	Test Performed
	Results
	Interpretation
	Laboratory Name**

	
	____/____/____
	 DFA/IFA
	 rapid test
	 flu A              flu B

 flu A/H1 

 flu A/H3

 flu A unsubtypable

 flu A swine H1
	 Positive
	

	
	
	 PCR
	 immunohistochem 
	
	 Negative
	

	
	
	 viral culture
	 _____________
	
	 Indeterminate
	

	
	
	 HI
	
	
	
	

	
	____/____/____
	 DFA/IFA
	 rapid test
	 flu A             flu B

 flu A/H1 

 flu A/H3

 flu A unsubtypable

 flu A swine H1
	 Positive
	

	
	
	 PCR
	 immunohistochem 
	
	 Negative
	

	
	
	 viral culture
	 _____________
	
	 Indeterminate
	

	
	
	 HI
	
	
	
	

	
	____/____/____
	 DFA/IFA
	 rapid test
	 flu A             flu B

 flu A/H1 

 flu A/H3

 flu A unsubtypable

 flu A swine H1
	 Positive
	

	
	
	 PCR
	 immunohistochem 
	
	 Negative
	

	
	
	 viral culture
	 _____________
	
	 Indeterminate
	

	
	
	 HI
	
	
	
	

	
	____/____/____
	 DFA/IFA
	 rapid test
	 flu A           flu B

 flu A/H1 

 flu A/H3

 flu A unsubtypable

 flu A swine H1
	 Positive
	

	
	
	 PCR
	 immunohistochem 
	
	 Negative
	

	
	
	 viral culture
	 _____________
	
	 Indeterminate
	

	
	
	 HI
	
	
	
	

	
	____/____/____
	 DFA/IFA
	 rapid test
	 flu A              flu B

 flu A/H1 

 flu A/H3

 flu A unsubtypable

 flu A swine H1
	 Positive
	

	
	
	 PCR
	 immunohistochem 
	
	 Negative
	

	
	
	 viral culture
	 _____________
	
	 Indeterminate
	

	
	
	 HI
	
	
	
	

	
	____/____/____
	 DFA/IFA
	 rapid test
	 flu A             flu B

 flu A/H1 

 flu A/H3

 flu A unsubtypable

 flu A swine H1
	 Positive
	

	
	
	 PCR
	 immunohistochem 
	
	 Negative
	

	
	
	 viral culture
	 _____________
	
	 Indeterminate
	

	
	
	 HI
	
	
	
	

	
	____/____/____
	 DFA/IFA
	 rapid test
	 flu A              flu B

 flu A/H1 

 flu A/H3

 flu A unsubtypable

 flu A swine H1
	 Positive
	

	
	
	 PCR
	 immunohistochem 
	
	 Negative
	

	
	
	 viral culture
	 _____________
	
	 Indeterminate
	

	
	
	 HI
	
	
	
	

	
	____/____/____
	 DFA/IFA
	 rapid test
	 flu A              flu B

 flu A/H1 

 flu A/H3

 flu A unsubtypable

 flu A swine H1
	 Positive
	

	
	
	 PCR
	 immunohistochem 
	
	 Negative
	

	
	
	 viral culture
	 _____________
	
	 Indeterminate
	

	
	
	 HI
	
	
	
	

	
	____/____/____
	 DFA/IFA
	 rapid test
	 flu A              flu B

 flu A/H1 

 flu A/H3

 flu A unsubtypable

 flu A swine H1
	 Positive
	

	
	
	 PCR
	 immunohistochem 
	
	 Negative
	

	
	
	 viral culture
	 _____________
	
	 Indeterminate
	

	
	
	 HI
	
	
	
	

	
	____/____/____
	 DFA/IFA
	 rapid test
	 flu A          flu B

 flu A/H1 

 flu A/H3

 flu A unsubtypable

 flu A swine H1
	 Positive
	

	
	
	 PCR
	 immunohistochem 
	
	 Negative
	

	
	
	 viral culture
	 _____________
	
	 Indeterminate
	

	
	
	 HI
	
	
	
	

	*Specimen type:  nasopharyngeal swab, nasal aspirate/swab, oropharyngeal/throat swab, sputum, endotracheal aspirate, bronchoalveolar lavage (BAL), pleural fluid, blood, acute & convalescent serum (paired sera) , cerebrospinal fluid (CSF), pericardial fluid, peritoneal fluid, tissue (specify site), stool or urine

** Laboratory name, if the specimen was sent out 

	Assistance with diagnosis using BAL specimens and immunohistochemistry (IHC) is available at CDC.  Please contact:

   Sherif R. Zaki, MD, PhD

   Tel: 404.639.3133  or E-mail: Sherif.Zaki@cdc.hhs.gov


	Microbiology Results
	STATE ID #: ________________
	CDC ID#: __________________

	Note all significant microbiology results, even rule-out results. If any bacterial, fungal or other non-influenza viruses were identified, please note the organism. 

	Specimen Type*
	Collection Date

mm/dd/yy
	Test Type** 
	Interpretation
	If Positive:

	
	
	
	
	Organism 1
	Organism 2
	Organism 3

	
	____/____/____
	
	 Positive
	
	
	

	
	
	
	 Negative
	
	
	

	
	
	
	 Indeterminate
	
	
	

	
	____/____/____
	
	 Positive
	
	
	

	
	
	
	 Negative
	
	
	

	
	
	
	 Indeterminate
	
	
	

	
	____/____/____
	
	 Positive
	
	
	

	
	
	
	 Negative
	
	
	

	
	
	
	 Indeterminate
	
	
	

	
	____/____/____
	
	 Positive
	
	
	

	
	
	
	 Negative
	
	
	

	
	
	
	 Indeterminate
	
	
	

	
	____/____/____
	
	 Positive
	
	
	

	
	
	
	 Negative
	
	
	

	
	
	
	 Indeterminate
	
	
	

	
	____/____/____
	
	 Positive
	
	
	

	
	
	
	 Negative
	
	
	

	
	
	
	 Indeterminate
	
	
	

	
	____/____/____
	
	 Positive
	
	
	

	
	
	
	 Negative
	
	
	

	
	
	
	 Indeterminate
	
	
	

	
	____/____/____
	
	 Positive
	
	
	

	
	
	
	 Negative
	
	
	

	
	
	
	 Indeterminate
	
	
	

	
	____/____/____
	
	 Positive
	
	
	

	
	
	
	 Negative
	
	
	

	
	
	
	 Indeterminate
	
	
	

	
	____/____/____
	
	 Positive
	
	
	

	
	
	
	 Negative
	
	
	

	
	
	
	 Indeterminate
	
	
	

	
	____/____/____
	
	 Positive
	
	
	

	
	
	
	 Negative
	
	
	

	
	
	
	 Indeterminate
	
	
	

	
	____/____/____
	
	 Positive
	
	
	

	
	
	
	 Negative
	
	
	

	
	
	
	 Indeterminate
	
	
	

	
	____/____/____
	
	 Positive
	
	
	

	
	
	
	 Negative
	
	
	

	
	
	
	 Indeterminate
	
	
	

	*Specimen type: nasopharyngeal swab, nasal aspirate/swab, oropharyngeal/throat swab, sputum, endotracheal aspirate, bronchoalveolar lavage (BAL), pleural fluid, blood, acute & convalescent serum (paired sera) , cerebrospinal fluid (CSF), pericardial fluid, peritoneal fluid, tissue (specify site), stool or urine 

** Test type: culture, DFA/IFA, immunohistochemistry, PCR, rapid test, serology, etc.


	 Pathology and Histopathology
	STATE ID #:

_________________ 
	CDC ID#:

__________________

	Tissue Type and Findings
	Finding Present?
	Date obtained

(mm/dd/yy )
	Type of exam
	Comments

	Trachea and bronchi

	
	Submucosal congestion
	 yes      no     NA
	_____/_____/_____
	 biopsy     post mortem
	

	
	Submucosal mononuclear inflammation
	 yes      no     NA
	_____/_____/_____
	 biopsy     post mortem
	

	
	Necrosis of bronchial epithelium
	 yes      no     NA
	_____/_____/_____
	 biopsy     post mortem
	

	
	Other: 
	 yes      no     NA
	_____/_____/_____
	 biopsy     post mortem
	

	Lung

	
	Mononuclear interstitial inflammation
	 yes      no     NA
	_____/_____/_____
	 biopsy     post mortem
	

	
	Hyaline membranes
	 yes      no     NA
	_____/_____/_____
	 biopsy     post mortem
	

	
	Intraalveolar hemorrhage
	 yes      no     NA
	_____/_____/_____
	 biopsy     post mortem
	

	
	Neutrophilic bronchopneumonia
	 yes      no     NA
	_____/_____/_____
	 biopsy     post mortem
	

	
	Other: 
	 yes      no     NA
	_____/_____/_____
	 biopsy     post mortem
	

	Lymph nodes / lymphoid

	
	Hemophagocytosis
	 yes      no     NA
	_____/_____/_____
	 biopsy     post mortem
	

	
	Other:
	 yes      no     NA
	_____/_____/_____
	 biopsy     post mortem
	

	Heart

	
	Myocyte necrosis and inflammation
	 yes      no     NA
	_____/_____/_____
	 biopsy     post mortem
	

	
	Other:
	 yes      no     NA
	_____/_____/_____
	 biopsy     post mortem
	

	Skeletal muscle

	
	Rhabdomyolysis
	 yes      no     NA
	_____/_____/_____
	 biopsy     post mortem
	

	
	Other:
	 yes      no     NA
	_____/_____/_____
	 biopsy     post mortem
	

	Brain

	
	Inflammation, edema
	 yes      no     NA
	_____/_____/_____
	 biopsy     post mortem
	

	
	Other:
	 yes      no     NA
	_____/_____/_____
	 biopsy     post mortem
	

	Other tissue type*: ___________________ 

	
	
	 yes      no     NA
	_____/_____/_____
	 biopsy     post mortem
	

	
	
	 yes      no     NA
	_____/_____/_____
	 biopsy     post mortem
	

	Other tissue type*: ____________________

	
	
	 yes      no     NA
	_____/_____/_____
	 biopsy     post mortem
	

	
	
	 yes      no     NA
	_____/_____/_____
	 biopsy     post mortem
	

	*adrenal, bone marrow, spinal cord, kidney, liver, , skin, spleen, etc

	    Was an autopsy performed?

        If YES, is there an autopsy report?
	( yes     ( no
( yes     ( no 

	Assistance with pathologic evaluation is available at CDC.  Please contact:

   Sherif R. Zaki, MD, PhD

   Tel: 404.639.3133  or E-mail: Sherif.Zaki@cdc.hhs.gov


	Severity of Illness
	STATE ID #: ___________________
	CDC ID #: ____________________

	 At any time during the current illness, did the patient require or have:

	
	Admission to intensive care unit
	( Yes
	( No
	( Unknown

	(  If YES, 
	Date admitted*:
	_______/ _______/ ________
	Date discharged*
	_______/ _______/ ________

	
	Supplemental oxygen
	( Yes
	( No
	( Unknown

	(  If YES, 
	Date started*:
	_______/ _______/ ________
	Date stopped*
	_______/ _______/ ________

	
	Ventilatory support
	Specify type:
	( Mechanical ventilation
	( ECMO
	( Yes
	( No
	( Unknown

	(  If YES, 
	Date started*:
	_______/ _______/ ________
	Date stopped*
	_______/ _______/ ________

	
	Vasopressor medications (e.g. dopamine, epinephrine)
	( Yes
	( No
	( Unknown

	(  If YES, 
	Date started*:
	_______/ _______/ ________
	Date stopped*
	_______/ _______/ ________

	
	Dialysis
	( Yes
	( No
	( Unknown

	(  If YES, 
	Date started*:
	_______/ _______/ ________
	Date stopped*
	_______/ _______/ ________

	
	Resuscitation, CPR
	( Yes
	( No
	( Unknown

	(  If YES, 
	Date started*:
	_______/ _______/ ________
	Date stopped*
	_______/ _______/ ________

	
	
	
	
	

	
	Acute respiratory distress syndrome (ARDS)
	( Yes
	( No
	( Unknown

	(  If YES, 
	Date started*:
	_______/ _______/ ________
	Date stopped*
	_______/ _______/ ________

	
	Disseminated intravascular coagulopathy (DIC)
	( Yes
	( No
	( Unknown

	(  If YES, 
	Date started*:
	_______/ _______/ ________
	Date stopped*
	_______/ _______/ ________

	
	Hemophagocytic syndrome
	( Yes
	( No
	( Unknown

	(  If YES, 
	Date started*:
	_______/ _______/ ________
	Date stopped*
	_______/ _______/ ________

	
	Sepsis
	( Yes
	( No
	( Unknown

	(  If YES, 
	Date started*:
	_______/ _______/ ________
	Date stopped*
	_______/ _______/ ________

	
	Shock 
	Specify type: 
	( hypovolemic
	( cardiogenic
	( septic
	( toxic
	( Yes
	( No
	( Unknown

	(  If YES, 
	Date started*:
	_______/ _______/ ________
	Date stopped*
	_______/ _______/ ________

	
	Myocardial dysfunction.  Specify ________________________________
	( Yes
	( No
	( Unknown

	(  If YES, 
	Date started*:
	_______/ _______/ ________
	Date stopped*
	_______/ _______/ ________

	
	Myocardial infarct
	( Yes
	( No
	( Unknown

	(  If YES, 
	Date started*:
	_______/ _______/ ________
	Date stopped*
	_______/ _______/ ________

	
	Liver impairment (AST [SGOT] or ALT [SGPT] > 70 U/L or total bilirubin>2mg/dL)
	( Yes
	( No
	( Unknown

	(  If YES, 
	Date started*:
	_______/ _______/ ________
	Date stopped*
	_______/ _______/ ________

	
	Renal failure (serum creatinine (2X or GFR ( >50%normal  or urine output <0.5ml/kg/h x 12hrs)
	( Yes
	( No
	( Unknown

	(  If YES, 
	Date started*:
	_______/ _______/ ________
	Date stopped*
	_______/ _______/ ________

	
	Encephalitis / encephalopathy
	( Yes
	( No
	( Unknown

	(  If YES, 
	Date started*:
	_______/ _______/ ________
	Date stopped*
	_______/ _______/ ________

	
	Other ______________________________________________________
	
	
	

	(  If YES, 
	Date started*:
	_______/ _______/ ________
	Date stopped*
	_______/ _______/ ________

	
	
	
	
	


* Use format: mm/dd/yy 

	Outcome
	STATE ID #: ___________________
	CDC ID #: ____________________

	1. Date of hospital discharge
	_______/_______/________

mm  /     dd   /   yy
	
	

	2.  Current status
	( Transferred to another hospital
	( Discharge to home

	
	( Currently hospitalized on ward
	( Discharged to chronic care/rehabilitation facility

	
	( Currently hospitalized in ICU
	( Died     Date: _______/ _______/ ________

                                    mm  /     dd       /    yy

	If the patient was pregnant at admission, at the time of hospital discharge provide information about the pregnancy outcome.

	3.
	Pregnancy outcome: 
	( Still pregnant
	

	
	
	( Uncomplicated labor and delivery
	

	
	
	( Complicated labor and delivery
	Specify_____________________________________________

	
	
	( Fetal loss    Date: ______/ ______/ ________

                                            mm  /     dd       /    yy
	Specify_____________________________________________

	
	
	
	

	
	Neonatal outcome: 

Birth: ____/____/____

           mm  /  dd  /    yy
	( Healthy newborn

	
	
	( Ill newborn
	Specify_____________________________________________

	
	
	( Died

	Date: ______/ ______/ ________

                mm  /     dd       /    yy


Notes:

Communication related to these cases and protocol should be directed either to the CDC’s:


• Influenza Division (phone: 404.639.3591; ask for a medical epidemiologist) or


• Director’s Emergency Operations Center (day phone: 404.639.3747; night phone: 770.488.7100).
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CAUTIONARY ADVICE: 


• Hospital infection control precautions should be instituted—consult the most currently available information


• Laboratories should not be preparing or handling novel influenza A viral isolates unless adequate laboratory biosafety measures are in place
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