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A. INTRODUCTION

You are reading the README.DOC file that accompanies the Quarterly Data

Extract from the Adverse Event Reporting System (AERS). AERS is a

computerized database for the spontaneous reporting of adverse events

involving human drugs and biological products. AERS began on November 1,

1997, and replaced the Spontaneous Reporting System, its predecessor.

(For more information on AERS, please see: www.fda.gov/cder/aers)

Each extract covers reports received by AERS within one quarter of the

year (except for the first extract, which covers the start of AERS,

11/1/97, through 12/31/97).

The data are provided in two distinct formats in the extract:

1. ASCII files in which data elements are separated from each other by a

'$' sign ("$ delimited"). Please refer to the ASC_NTS.DOC file for

additional information on this format.

2. SGML files conforming to the guidelines of the International

Conference on Harmonisation (ICH) concerning transmission of individual

Case safety reports. Please refer to the SGM_NTS.DOC file for additional

information on this format.

Some of the data elements represented in SGML are not represented in

ASCII; a few of the data elements represented in ASCII are not repre-

sented in SGML. This is due to the very different nature of the two

formats, and to the fact that ICH E2b/M2 specifically defines the allowable

data elements for SGML. Furthermore, neither the ASCII nor the SGML are

intended to include all possible data fields. We expect that, as the 

international standard evolves and as electronic submission of reports 

becomes a reality, additional data elements will probably be added to the 

SGML format.

B. CAVEATS

There are some important things to keep in mind when reviewing or

analyzing AERS data:

For any given report, there is no certainty that a suspected drug caused

the reaction. This is because physicians are encouraged to report

suspected reactions; however, the event may have been related to the

underlying disease being treated, or caused by some other drug being

taken concurrently, or simply occurred by chance at that time.

Accumulated reports cannot be used to calculate incidence (occurrence

rates) or to estimate drug risk. Comparisons between drugs cannot be

made from these data.

C. HOW THE CD-ROM IS ORGANIZED

The main (root) directory on the CD-ROM contains two sub-directories:

1. ASCII, which contains the ASCII data and informational files.

2. SGML, which contains the SGML data and informational files.

In addition, the main directory contains two general informational files:

1. README.DOC, the informational file you are now reading.

2. SIZEyyQq.TXT, which gives file sizes and record counts for all data

files (ASCII and SGML) in the extract. (Example: SIZE97Q4 gives file sizes

and record counts for the fourth quarter of 1997.) 

D. FILE NAME NOMENCLATURE

In the ASCII format, file names have the format <file-descriptor>yyQq,

where <file-descriptor> is a 4-letter abbreviation for the data source,

'yy' is a 2-digit identifier for the year, 'Q' is the letter Q, and 'q'

is a 1-digit identifier for the quarter. As an example, the ASCII

demographic file for the 4th quarter of 1997 is represented as DEMO97Q4.

(The set of six ASCII data files in each extract contains data for the

full quarter covered by the extract. These files contain demographic,

drug, reaction, outcome, report source, and drug therapy date

information, respectively.)

In the SGML format, file names have the format ADRyyMmm, where 'yy' is a

2-digit identifier for the year, 'M' is the letter M, and 'mm' is a

2-digit identifier for the month. As an example, the SGML file for

November 1997 is named ADR97M11. (Because the SGML files are quite large,

in order to make processing easier each SGML file in the extract contains

one month of data.)

E. ASCII FILES

ASCII Data Files:

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

The ASCII data files are '$' delimited; that is, a '$' is used to separate

the data fields. These files can be imported into SAS or into Access or other

database program. Some data files (especially DRUGyyQq and REACyyQq) may exceed

the maximum number of records that can be imported into spreadsheet programs 

such as MS Excel.

1. DEMOyyQq.TXT contains patient demographic and administrative

information, a single record for each event report.

2. DRUGyyQq.TXT contains drug/biologic information for as many

medications as were reported for the event (1 or more per event).

3. REACyyQq.TXT contains all "Medical Dictionary for Regulatory

Activities" (MedDRA) terms coded for the event (1 or more). For more

information on MedDRA, please contact: TRW, VAR 1/6A/MSSO, 12011 Sunset

Hills Road, Reston, VA 20190-3285, USA; website is www.meddramsso.com

4. OUTCyyQq.TXT contains patient outcomes for the event (0 or

more).

5. RPSRyyQq.TXT contains report sources for event (0 or more).

6. THERyyQq.TXT contains drug therapy start dates and end dates

for the reported drugs (0 or more per drug per event).

7. INDIyyQq.TXT contains all "Medical Dictionary for Regulatory

Activities" (MedDRA) terms coded for the indications for use

(diagnoses) for the reported drugs (0 or more per drug per event).

ASCII Informational Files:

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

1. ASC_NTS.DOC shows in some detail the organization and content of the

ASCII data files.

2. STATyyQq.TXT gives null (i.e., no data) counts and frequency

counts for selected fields in the ASCII datasets. (The frequency counts

also include the number of null values; however, the percentages shown

are for non-null values only.)

F. SGML FILES

SGML Data File:

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

ADRyyMmm.SGM, data in a format generally conforming to the standards of

the International Conference on Harmonization (ICH) for the transmission

of adverse reaction reports (E2b) and its technical implementation (M2).

Because these SGM files are rather large, each contains one month of data.

SGML Test Data File:

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

ADR_TEST.SGM, a small sample (about 100 reports) of SGML data that you

could use for learning or testing purposes, before trying ADRyyMmm.SGM.

SGML Informational File:

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

SGM_NTS.DOC, which gives an introduction to E2b and detailed notes

regarding its data field descriptions.

G. REVISION HISTORY

June 25, 1999

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

1. A Table of Contents is added.

2. In the "Introduction" section, a paragraph is added to clarify the

fact that some data elements represented in the SGML format are not

represented in the ASCII format, and vice-versa.

3. A "How the CD_ROM is Organized" section is added. This describes the

ASCII and SGML sub-directories and the general informational files on the

CD-ROM. It replaces the section formerly called "General Informational

Files."

4. A "Revision History" section is added.

June 16, 2000

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

1. Minor modification is made to the "Introduction".

Apr - Jun (2Q), 2002

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

1. A new "txt" data file is added, INDIyyQq.txt, containing the

"Indications for use" for a drug.

Jul – Sep (3Q) 2005 (released 2/2006)

A new “txt” and sgml field has been added.   Reporter country has now been added to the DEMOyyQq.TXT  file for ascii and under the <reportercountry> tag for SGML.

We remind users that information about reporters can be found both in the RPSRyyQq.txt file (Report sources on the paper form) and in DEMOyyQq.txt file 
(Reporters occupation code on the paper form)

Jul – Aug (3Q), 2008

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

There was a question about interpretation of the outcome code ‘OT’ and how reports are categorized as “serious” or “non-serious”.   Today if any of the outcome codes are checked on the form the report is characterized as serious.   However before the form was formally revised in 2005 if the ‘OT’ code was checked the report was characterized as non-serious.    
4) OUTCOME file (OUTCyyQq.TXT)

NAME        DESCRIPTION

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

ISR         Number that uniquely identifies an AERS report. Primary link

            field between data files.

OUTC_COD    Code for a patient outcome. (See table below.)

                CODE      MEANING_TEXT

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

                DE        Death

                LT        Life-Threatening

                HO        Hospitalization - Initial or Prolonged 

                DS        Disability

                CA        Congenital Anomaly

                RI        Required Intervention to Prevent 

                              Permanent Impairment/Damage

                OT        Other

Oct – Nov 2008
It was noticed in an FOI report that age was given and this was not given as part of data in the extract files.   After investigation it turns out that in the case of electronic submissions if no age data is given the in house AERS system will calculate the age if a birth date is given.  The code for the extract files was changed to do the same.  Note you can have zero ages and in the case of a fetus an age of -1

Oct – Oct 2010

The extract will report a patients age in the demographic file.   This may be the age that is put on the form or this age may be calculated if they only supply their birth date.  In the case where they supply their birth date it was noted that the extract was not filling in the age unit (Years).   This has now been correct.  Note all old data was always calculated in years  

Feb – Feb 2011

It has been decided to withhold death date from the extract as this information may identify the patient or person using the product. The outcome code of death will still be included so death reports will remain readily identifiable.
Most users of the ASCII files probably have death date hard coded.   To minimize problems the field remains but no data is loaded into any of the records.
H. QUESTIONS, COMMENTS

Questions or comments may be directed to the Food and Drug

Administration, Center for Drug Evaluation and Research, Office

of Drug Safety, Division of Medication Errors and Technical

Support, 301-796-2360
