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                      Revision Date 03March2006
IMPORTANT: The latest changes to this document are bolded below.

INTRODUCTION

This public use data distribution uses the recommended SGML file

structure and is compliant with the DTD DCL files that are

published as part of the ICH E2b/M2 version 2.1 standard. More

extensive and detailed information on this topic including

documents describing the standard content, fields, and attributes;

the DTD and DCL file may be found at this web address:

http://www.fda.gov/medwatch/report/iche2b.pdf
It is extremely important to get the original standards documents

for E2b and the M2 implementation specifications.

We believe we have complied with the ICH standards to the extent

that our understanding and the quality of the data allows.

Sometimes the data are not yet available in the form that is recommended, 

or it is represented on paper reports in a way that cannot be mapped.  

In some cases there are technical problems associated with exact 

compliance, so work arounds are employed. The *.SGM file in this 

distribution can be parsed by the M2 version 2.1 DTD.

Our distribution is tested with the 2.1 version of the DTD. The fields

described below are only a small part of the total possible within

the E2b standard.  Other fields may be added as the data become

available through increased use of electronic submissions.

PUBLIC USE DATA FIELD DESCRIPTIONS:

E2b field   DTD Descriptor                 Description

-------------------------------------------------------------------

                M2 specified Message Header fields...

            messagetype                    Holds the value 'ICSR'.

            messageformatversion           Holds the value '2.1'.

            messageformatrelease           Holds the value '1.0'.

            messagenumb                    Arbitrary message

                                           identifier.  We have

                                           used an alpha-numeric

                                           string of the form

                                           yyyy-mm to identify the

                                           year and month of the

                                           data contained in the

                                           message.

            messagesenderidentifier        Sender identification (FDA CDER ODS)

messagereceiveridentifier      Receiver identification (Public Use)

            messagedateformat              Date format code; 204 means

                                           CCYYMMDDHHMMSS, where

                                           CCYY is the 4 digit

                                           year,etc.

            messagedate                    Holds date/time 'stamp'

                                           assigned on creation of

                                           the message.

                M2 specified Data Processing field...

A.1.0.1     safetyreportid                 Unique report identifier

                                           used by the FDA AERS

                                           system.  This number

                                           is used to link any

                                           additional information.

                E2b Step 4 specified data fields ...

A.1.2

reportercountry


  We use the actual country 








  (not a code)

A.1.3a      transmissiondateformat         Date format code; 102 means

                                           CCYYMMDD, where CCYY is the 4

                                           digit year.

A.1.3b      transmissiondate               System date in '102' format

                                           recorded when data file is

                                           created.

A.1.5.1     serious                        Value is 1 (1=yes) if any of the

                                           criteria (A.1.5.2a-A.1.5.2f) are

                                           indicated (2=no). 

A.1.5.2a    seriousnessdeath               (See above)

A.1.5.2b    seriousnesslifethreatening

A.1.5.2c    seriousnesshospitalization

A.1.5.2d    seriousnessdisabling

A.1.5.2e    seriousnesscongenitalanomaly

A.1.5.2f    seriousnessother

A.1.6a      receivedateformat              Date format code; 102 means

                                           CCYYMMDD, where CCYY is the 4

                                           digit year.

A.1.6b      receivedate                    FDA receive date

A.1.7a      receiptdateformat              Date format code 102 (CCYYMMDD)

A.1.7b      receiptdate                    Manufacturer’s date of receipt

                                           of initial information.

                                           For non-mfr reports, <receivedate>

 is repeated. 

A.1.9       fulfillexpeditecriteria        Value is 1 (1=yes) for

                                           identified expedited reports

                                           (15-day); 2 for all others.

A.1.10.2    companynumb                    The value in this field, if

                                           any, is the identification

                                           number supplied to FDA by the

                                           manufacturer submitting the

                                           report.  This number will have

                                           differences in structure

                                           between manufacturers, but is

                                           required to be unique for a

                                           given event.

A.2.1.4     qualification                  Possible codes are:

                                             1= Physician

                                             2= Pharmacist

                                             3= Other Health Professional

                                             4= Lawyer

                                             5= Consumer or non-health

                                                professional

A.3.1.2
senderorganization

 “FDA- Public Use”

B.1.2.2a    patientonsetage                Value for patient age at onset of

                                           adverse event.

B.1.2.2b    patientonsetageunit            Units for the age value. For

                                           example: 801= year, 802= month. *

B.1.3

patientweight


 Weight in kilograms.

B.1.5       patientsex                     Gender indicator where 1=male and

                                           2=female, 0 = unknown. *

B.1.9.1a    patientdeathdateformat         Date format code 102 (CCYYMMDD)

This date is no longer being populated due to privacy concerns
B.1.9.1b    patientdeathdate               Date patient died

****     THIS FIELD MAY REPEAT FOR EACH REACTION where i=1,2,3...

B.2.i.2b    reactionmeddrapt               MedDRA Prefered Term (text

                                           string) is used to characterize

                                           the event(s).  Multiple

                                           reactions may be reported by

                                           using an additional block

                                           (B.2.1.2b, B.2.2.2b,... etc.).

****     THIS SET OF FIELDS MAY REPEAT FOR EACH DRUG where k=1,2,3...

B.4.k.1     drugcharacterization           Reported role of drug in adverse

                                           event. (1=suspect;

                                           2=concomitant; 3=interacting.)

B.4.k.2.1   medicinalproduct               Valid Trade Name if populated;








 otherwise, name used by reporter.

B.4.k.3
drugbatchnumb


 Lot number, if provided.

B.4.k.4.1   drugauthorizationnumb      
 NDA number, if provided.

B.4.k.6     drugdosagetext                 Text describing drug dosage and

                                           frequency. (from box C.1 of the

                                           Medwatch form for paper submissions)

B.4.k.8     drugadministrationroute        Route of administration code.  For

                                           example: 048=Oral, 061=Topical.*

B.4.k.12a   drugstartdateformat            Date format code 102 (CCYYMMDD)

                                           (where CCYY is the 4 digit year).

B.4.k.12b   drugstartdate                  Date in '102' format, when patient

                                           started taking the kth drug.

B.4.k.14a   drugenddateformat              Date format code 102.

B.4.k.14b   drugenddate                    Date in '102' format, when patient

                                           stopped taking the kth drug.

* Other codes are available in the M2 specification documents.

USAGE NOTES:

As already indicated, this data is not suitable for the calculation

of rates.  One of the contributing factors to this limitation is the

presence of 'duplicate' reports.  Each report that is received by the

FDA is given a unique number with a check digit.  In some cases a

'duplicate' report is a follow up report related to one that was

previously submitted. Consequently there may be multiple reports with

the same 'company number' (sometimes with a changing suffix to indicate

a follow up report).  See field A.1.10.2 above.  This field may be used

in conjunction with dates to help assemble

the reports on a given event.  Since the ICH standard is to make each

report a representation of the best most recent information, the most

recent report is the appropriate representation of the case to use. See

field A.1.7.  The FDA receive date (A.1.6) is an alternative

approximation if A.1.7 is blank.

Because of the newness of the E2b file structure, we have provided a

small test file which containing real data in E2b SGML

standard format including the header.  This file may best be used for

testing and validation of software and processes.  The monthly data

files are much larger and require much more processing time.

The field lengths adhere to those specified in the M2 specification

documents.  These can be found at the web site already mentioned.

