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+ Submission of a report does not constitute an admission that medical personnel, user facility,
distributor, manufacturer or product caused or contributed to the event.

+ Paperwork Reduction Act Statement

Public reporting burden for this collection of information is estimated to average 45 minutes per
response, including the time for reviewing instructions, searching existing data sources, gathering
and maintaining the data needed, and completing and reviewing the collection of

information. Send comments regarding this burden estimate or any other aspect of this collection
of information, including suggestions for reducing this burden to:

Department of Health and Human Services

Food and Drug Administration

Office of the Chief Information Officer (HFA-250)
5600 Fishers Lane

Rockville, Maryland 20857

An agency may not conduct or sponsor, and a person is not allowed to respond to, a collection of
information unless it displays a currently valid OMB control number.
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User facility nnmml:l

Address: [limit: 50 lines of text]

Contact's phone numhor:

Contact's fax number: D

Contact's email address:

Occupation of Contact:

Name of initial repnrtar:l—T-]

Address of initial reparter: [limit: 50 lines of text]
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Save & Continue ATTACHMENT LIST

Save & Exit Select document to upload: | Browse... No file selected.
* document size must be less than 5MB (5120KB)

Submit To FDA Upload

No Document found for this Report.
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PATIENT INFORMATION

Patient identifier: (DO NOT USE the patient’s name, initials, social security F—‘
number, date of birth, medical recard number or other personal identifiers}

(Matatsen il e cssps bz I chargobees)

Patient’'s age at tima of mnt:'rTl
| Years -

Patient's gender:.
“Male ) Fernale
O Mot knawn O Net applicable

Patient's weight: (select unit or "do not Immu"]m
| Kllograms Ed

Patient's race and ethnic background {check all that apply): [Optiunnl]
O American Indian or Alaskan

. Tl Asian
Mative
[CIBlack or African American [JHispanic or Latino
[CIMNative Hawaiian or other Pacific CWhite
Islander
[ Unknown Mot applicable

Did the patient have any of the following presxisting characteristics that may @
have contributed to the awent? (Check all that apply)

Clallergies Caleohel/drug use
JCOPD [JCoranary heart disease
[ Diabetes "I Hepatic/renal dysfunction
[ Hypertension O Immuno-compramised
[IMorbidly obese []Preumonia
[1Pregnancy [ Premature infant
7 5moking 1 5troke
Relevant accidents (e.g. Hit
DSurgery h;zlad) =9
[10ther [[1Mo preexisting characteristics
[CINot known [[INot applicable
Please provide any other information about the patient that may hawve F]

influenced the auteome of the event. [limit: 50 lines of text]
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TEST INFORMATION

Test performed:
| |

Date test was performed/administered: {mm/dd/ww)

| e

Test results: [limit: 50 lines of text]
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