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INTRODUCTION

The new editien of the Guwlde has been developed on the basis of several discussions with
the Representatives from National Monitoring Centres and reflects the experience gained by the
Rezearech Project during its earller stages of operation.

As information given in the firat two pages of the first editionl is still valid as
outlining the internationally accepted principles of the Pilot Project and the views of the
preceding selentific groups, portions of that text are retained even though some Iltems are
being or have already been Implemented.

In this edition, relevant changes of practical tecihnical value commence from paragraph
What to Report, page 3.

The Nineteenth and Twentieth World Health Assemblie52'3 requested that a Pllot Research

Prolect for International Drug Monitoring be initiated by means of compillation and snalysis of
individual reports of suspected adverse reactions to drugs™.

The Twenty-third World Health Assembly in May 1970 reviewed the results of the pilot
phase of the Project and recommended its development into a primary operationsl phasze aimed at
the establishment of an international ayatem for monitoring adverse reactions to drugs5. The
Director-General's reportﬁ to the Twenty-third World Health Assembly stated as follows:

"45.  fThe Project would now move into a primary operational phase, the objectives of
which would be as follows:

() further develop and adjust the methodology evolved during the pilot phase for an
operational international system of monitering adverze reactions to drugs utilizing casze
reports submitted by naticnal centres;

(b) undertake the regcordins sand anslysis of submitted data and thelr feed-back %o

national centres on an operational basis in order to determine suitability and usefulness
of data presentatlion;

1 Determined at 2 meeting of Representatives of Drug Monitoring Centres held in
Washington, D.C., June 1966
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(2) provide Faeilities for searches by WHO and the natlional centres of stored data;

{c) study the mechanisms by which reports from additional drug monitoring centres can
he Inecluded in the operation; and

(&) gtudy the contribution of an international drug monitoring system to national
programmes [or drug efficacy and safety, research in therapeuties and pharmacology -

b, The WHO Centre has already made considerable progress in the development of drug
referense lists and of regording systems for drugs and adverse reactlionsg. During the
primary operatlonal phase, these methodologles, together with addéltlonal computer
programmes for routine analyses, alerting signals, and special file searehes, can be
expanded and adapted to meet the requirements of a fully operational phasge.

. It is anticipated that additlonal national drug monitoring c¢entres may be In a
position to contribute reports to the WHO Centre in the future. Increasing benefits are
likely to acerue from the avallability of information on the adverse effects of drugs from
a wide range of countries.

43.  Once the WHO Centre is in the primary operational phase, all countries, ineluding
those not participating directly, would be able to benefit. By augmenting drug safety
evaluation in countries with nmational monltoring systems, more meaningful information on
drug, hazards could be provided by WHO to all itz Member States. The zpeedler accumulatlon
of evidence that warns all countries of a particular drug hazard, and the facilities for
affective interchange of information on a range of important and perpetually changing
problems, should assist all countries to reduce thelir drug-induced 1llnesses and deatha.

4g, Proviszion would be made for detailed studies of technlcal development, Ineluding

the value to national centres of information disseminated during the primary operational
phaze. A comprehensive programme assessment should be undertaken, preferably no later
than three years after entering the primary operational phase, and provide recommendations
for the development of a fully operational system capable of receiving, analysing and
dlszeminating meaningful information on adverse reactions to drugs to Member countries.”

In addition to the above it may be useful to relterate several guidellines to the Project's
activities based on specific recommendations of the Sclentific Group on International Drug
Meonitoring, November 19657.

"Monitering of adverse reactlons to drugs should be initiated on an international
secale, In the form of a Pilot Research Projeat and as a collahborative effort of countries

in a position to particlpate.

This Pilot Research Project should be implemented forthwith, and should be subject
to the authority of WHO.

National drug monitoring centres participating in the Project will maintain
faetlities for collecting relevant information and transmitting it to a WHO Menlteoring

Centre.

Any natlional actien resulting from national or internatieonal mondtoring activitles
will remaln the regponsibility of the participating countries.

— . =

Seientific Group on Monitoring Adverse Reactions, Geneva, 22-28 November 1964 (PA/B.65)




Although during the initisl research phass there would be no genersl dissemination
of information, evidence of a serious drug hazard cbtained from the WHO Drug Monitoring
Project should bring sbout appropriste sction by e participating country, thus ensuring
that all WHO Member States are informed under the terms of resolution WHALG.36.

If the WHO Centre finds unequivocal evidence of a serious drug hezard that demands
actlon with extreme urgency, the Director-Gemeral should naturally have authority to
advise WHO Member States immediately st his discretion,

WHO should encourage training of specialist ataff and exchange of ideas and
experience for the further development of drug monitoring,

Attention should be given to the possibility that, from analysis of the stored data,
leads will emerge which should stimulate research of a more fundamental character,”

Participsting national centres

Participants in the Project are designasted centres located in Member countries that
already have national monitoring systems, and that are prepared to comply with the principles
and technical requirements of this Research Froject. In each such country, the monitoring
organization will be designated a participating nationsl centre and will be in comminication
with the WHO Centre located in Geneva,

For participating natlonal centres, the following criteria, as recommended by the WHO
Selentific Group on Intermational Drug Monitoring in 1965, were adopted:

(a) & designated national organ responaible for monltoring data on suspected adverse drug
reactlons;

(b) contimuity of staff and services for collecting, verifying and transmitting reports
of sdverse reactions;

(¢} facilitles for examining the validity of reports, and for the detailed study, when
necessary, of reported adverse reactionsa; and

(d) availability of data on, and terminology for identification of, drugs used nationally,
and the ability to estimate the extent of drug usags,

The internal recording system iz based on English, and therefore, for the present reports,
should be submitted in that language, However, one aspact of the research will be a study
of problems connected with dats recording in other languages,

Guidelines for reporting

The lnstructions that follow are intended to aid participating centres im the preparation
of reports of suspected adverse reactions under the agreed reporting format,

What to report

Each particlipating centre should tranamlt to the WHO Centre reports of individual cases
of svapected adverse reactions to drugs as soon as 1s praecticable, after scrutiny at the
national centre for elimination of groas errors. For the purposes of the Project:

A drug 13 defined as any substance administered to man for the prophylaxis, diagnosis,
or therapy of disease, or. for the modification of physiological function®.

8
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An adverse reaction to a drug is defined as one which 1s noxious and unintended, and
which ocours at doses normally used in man for the prophylaxis, diagnosis, or therapy
of diseasze, or for the modification of physiological f‘unction_B

Thiz definition excludes aveidental or felonlous excessive dosage or maladministration.

All sdverse reactions are of interest, ranging from well-known "side effects" to those
reactions in which the reporting physician only suspects a drug as the etlological agent.

Address

Reports from a national centre should be mailed at twice-monthly intervals to the Benlor
Project Officer, Research Projeet for International Drug Monitoring, Werld Heglth Organlzation,
121) Geneva 27, Switzerland.

How 1o report

Each national centre is asked to transcribe information in English on each case reported
on to the revised form "Report of Suspected Drug Reaction, DMO/RDM C-3, January 1972"
(attached). Type-written reports are preferable. Only the original report is to be sent to
the WHO Centre; the second copy may be retained for the national centre's files. Supplies
of forms may be obtalned from the Drug Menitoring unit, WHO, Geneva.

The WHO Centre 1s also prepared to receive reports submlitted on magnetic tape, but the
technical details of this approach should be discussed with the WHO Centre well before sending
such reports.

Basle information

Certain basic information on each case is fundamental te the Research Projeot, and all
reports submltted should carry this information as far as 1s practicable. This ilncludes the
country eode, country case identification number, repert sequence, data source, date of birth
(age), sex, adverse reaction(s), drug name(s), indication whether a drug is "suspected” or
"other", dlsorder or reason for use of drug, and outcome.

Any additional information either in the inttlal report or follow-up reporis would be
most appreciated,

d Seientifle Oroup on Monltoring Adverse Reactlons, Geneva, o528 November 1664 (PA/8.65)
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INSTRUCTIONS FOR COMPLETTING THE DMO/RDM FORM, =3, JANUARY 1972

This form is used both by the national eentre for completing Reporta of Suspected Drug
Reacticns for the WHO Project and by the WHO Project for coding and further processing prior
to computerdzation. The form is divided into four "oards" for purposes of key-punching,
identified in the left margin., In the instructions that follow, frequent reference iz made
to the card number and positions within that card, A capeful atudy of this gulde is
hecessary to attain mazimm accurzey and your co=operation is earnestly sought in adhering
as much As possible to the instructions that follow, The speed of ecomputerizing reports
recelved, s¢ essential for achieving the WHO Centre's ohleetives, depends largely on the
accuracy and extent to whigh the instructions are follows.

GENERAL

1. Preferably, & typewriter should be used for f111ing in this form.

2. Shaded areaz are to be fllled in only by the WHO Centre,

3. The figure zero 1s coded ¥, The letter "0" is coded O,

4, The number one is coded 1, The letter "I" 13 coded T,

5. CAPITAL LETTERS are to be used throughout.

6, Coding fields are to be left blank iIf date have not been recorded (do not insert "N.R.",
"Not Reported", "Unknown", atec.)

7« Do not submit reports where the periocd bLetween the date of onset of reaction and the
current date 1s more than two years.

8. Wherever space for the date 1s provided, zeros (f) should be added to gomplete the
6-digit field, For 6 July 1970, code PEFTTH; 1if only the month and year are given,
code BEATTH; 1f only the year, code SEBHTH.

9. An asterisk indiocstes basic information which should always be present.

CARD 1
POSITIONS
1-7% COUNTRY

*

The country code is 1o be filled in according to the following list:

Countries Codes

Austrelisa .. ivarvarrarnsssscsacrrsrasnsasasavinananns AUL
ConAde s.asssavsvacipussvssassmnpnrranmrnrsearrssrssnses OAN
C2echoslovaKla crerrrecsvannsssrvsssnasaspasnsnsasnsas OOO
DenmArk «.cveesnrasrsanrrrasnssssrsssssmapssssssansnssn- LDEN
Germany, Federal Republic of s.vsvsassascaniisnninawnes OER
Ireland, Republic of secevesvassssssinigsssstnsrnreress IRE
Netherlands rceenresrareasassssssssssnsanisnsanvansnnes NEL
L - < R . - 1
Norway E R AR AR R N R dirbdmrrar st rnnnnnsanssasass NOR
OWEAGTL cvavssassrasnrnravssassarasvssssnnissnnrsnsvness OWE
United Kingdom of Great Britain and Northern Ireland .. UKB
Unlted States of AMerios cvrecesvescsanssnnsnvavwavares USA

*
Bagice information




CARD 1 {continued)

POSTTTONS

4=-20

21-22

23

2h-29

COUNTRY CASE TDENTIFICATION NO.Y

Fach case must have 2 unique ldentification code of not more than 17 positions.
Dashes and strokes are acceptable but no blanks should appear within the code, The

same identification code must be used on any subsequent report relating to the same
case,

REPCRT SEQUENCE"

The first report on a case will be termed an initial report, and sheould be
soded 1. Any further informatlon and any corrections to the inltial report
submitted later on additional forms should be numbered consecutively g2, #5, ph,
eto. in this section, and should retain the identification data (Card 1, positions 1-3
and 4-20) together with all relevant data from the initial report.

SOURCE OF DATA

The source of the data is to be coded here according to the table below:

REFPCRTS
SOQURCE £ 2 2 WA
Regular | Speclal
Hospital A B
General practitionsr or G H
a non-hospital dector
Non-hospital Speclalist deetor K L
Dentist M N
Non-doctor or dentlst T u

L5
Regular - routine natlonal monitoring system
AR
Special - where & report originated from & clinfeal trial, speclal study,
manufaaturer's report, etc.

DATE OF BIRTH*

Date of birth iz to be recorded in the order: day, month and year, as
completely &s known. Zeros (ﬁ) should be added to complete the f-dipit field.
For & July 1970, code ¢6 7¢:  if only 4he menth and year are glven, code ﬁ&&h?ﬁﬁ
if only the year, code ﬁﬁ ﬁ. The month mist be glven when the day is recorded .

+*
Bazie information




CARD 1 (continued)
POSITIONS

3031 AGE

If the age is given in years, §1-99 may be inserted in this spase, If 100 or
more, code 93. For 1-9 yeara, code Yi-@9, If the age is given in months, weeks
or days, recgord 1t ag eleosely as possible to the last completed time period. For
less than ope year, oode acoording to the followlng:

Age Codes Age  Codes
11 months T
un Gw
5w
4w
W
2W
W

=
[

BN EY LY TERE

9
8
T
6
2
iy
>
2

For less than 2 months, code weeks; for less than 1 week, code days.,

It sghould be noted that 1f the age is 12 months, code @) {i.e. 1 year),
1l mentha, code 1M, iIf 10 months, code @M, and if 1 month code 4W.

SEX*
Record F for Female or M for Male,
HEIGHT

Helght 1z to be recorded in centimetres to the nearest centimetre (no fractions).
Add zeros (B) in frort of numbers less than 100(e.g. AT5).

WEIGHT

Welght 1s to be recorded in kilograms to the nearest kilogram (no fractions).
Add zeros (P) in front of numbers less than 100 (e.g. #98).

ETHNIC ORTGIN

Ethnle origln iz recorded mainly according to the reported terminology, amd
further additlons wlll be considered as they arise,

Codes: AFRICAN MEGRO INDIC
ALFPINE TRISH
AM TNDIAN JEWLSH
AM NEGRC LAPFP
AZTAN MACRI
AUSTRALOID MEDITERRANEAN
ESKTMO NE EURQFEAN
EUROPEAN NW EURQFEAN

¥ Bagic informatlion




CARD 1 (eontinued)

POSTTTONS

58-70

CARD 2

POSTTIONS

1-3%
and
35-67

Z4 and
68

£9-70

DATE OF ONSET OF REACTLION

The date when the adverse peaction started lz to be recorded in the order:
day, month and year, Zeros (@) should be added to complete the 6-digit field.
For 6 July 1970, code BEPTTH; if only the month and year are given, code S88778;
iT only the year, code ZEA07H.

If the perlod between the date of onzet of reaction and the current date is

more than 2 years, the report is not processed.

Thege positions must be left hlank.

ADVERSE REAGTION

Enter in the open space (upper half of Card 2) the description of any symptom,
disease or condition suspected to be an adverse drug reactlon, Where practlicable,
follow az closely as possible the text of the repoerting physician. Underline all
terms that desoribe relevant signs or symptoms. If necessary, the description may
continve in the space for Additiomal Information {Card 4, bottom of the form).
Please atate if medical records are avallable. It ia earnestly reduested that
the WHO Centre adverse reaction preferred term(s) from the latest edition of the
Adverse Reaction Terminology be recorded in the special hoxes provided using the
WHITE AREA only. If a suitably matching term cannot be found in the DMO/RDM
Adverse Reaction Terminology, this should be indiecated in the report. If mere than
six terms are to be coded, use additional -3 form(s) and repeat identification data
{Card 1, positions 1-3, 4-20 and 21-22).

Death reported as an adverse reaction should be recorded in this space as well
as in Outcome, Card 4, pos., 33. When death is reported to be due to other causes
and only colncidental to the adverse reaction, it 1z coded only In Outcome, Card 4,
position 3.

These positions are used to link informetion on separate drug reaction reports
(f2-f9 report sequence) to the same individual. Code X in position(s) 34 and/or
68 when the same reaction({s) is experienced to the same suspected drug(s}. Use
#2-f9 report sequence, repeat identification data (Card 1, positions 1~3 and 4-20)
together with all relevant data from the Initial report,

These positions must be left blank.

*
Rasie information




CARD 3

POSITIOND

1-39

*
DRUG3

Use the white spaos only. Only one drug may be inserted per line. If, for
inztance, the same drug was admlnistered on two occasions or in a different drag
form or dosage regimen, separate lines must be used for each change in form, dosage
regimen, ets, Repeat 2ll unchanged data from the previous line {drug name, eteo.)
add the variables and code 1, 2 or 3, eta. 1n position 70 of Card 3. Ditto marks
may not be used. I more than 5 drug lines are to be coded, use additional C-3
form{a) and repeat identification data (Card 1, positions 1-3, 4-20, 21-22),

Drug names should be reported in the followlng order of preference:

(1) trade or proprietary name (spelling should follow the offileial or
selected drug list of the country);

(2) international nonproprietary name:
(3) netional nenproprietary name;
(4) chemical name (structural fermula).

¥or trade names and nonpropristary pames that are not in the offieial or
selested drug list, active ingredient(s), menufscturer and therapeutic use are to
be indicated in the area for Additiomal Information at the bottom of the form,

Drugs administered after thw onset of the adverse reastion, =,g. drugs used to
treat the adverse reaction should net be included in this ares unless they are
suspaated as aggravating the initial reaction. If such 2 drug{s) then produces a
differant adverse resction, use additional C-3 form(s) ard repeat ldentification
data (Card 1, positions 1-3, 4=20}, and code the appropriate report sequence,
p2-g9 { card 1, positions 21-2:2).

S OR O (SUSPECTED OR OTHER DRUGS)

Use the white space only. The drug(s) suspected of producing the adverse
reaction reported should be indicated by "S" and any other drug(s) given prior to
the onset of the reaction but not suspected should be marked "O".

DRUG FORM

Use the white space only., The codes lizted below are used by the WHO Centre.
Thesa codes should be used as far as is pracgticable.

Whnen the drug form iz recorded, the route nust also be filled in and the two
combined must conform to the quality control checking table for drug form and route
{see Table 2),

information




CARD 3 (econtinued)
POSITIONS

4143

(contimued)

Drug Form

ABTOSO) it i anearrrorimanisdsasat st sasarsrrr s bbb iddatar sy

CBoHetT srcrrrrrrrarcinvndssassssssararsrsranmrddidstaarasanrrrrnert

Capesule {(exeludes sustalned release capsule, see SRC) ccsasasarans
Chewable tablet v uesrrrracananasssssssstvasassnssrvasnubsavansrs
Drops (excludes eye,ear or nasal drops, see EDR, EED and NDR)} ....
Dusting powder .... e e s NS PR e R R TR AR AN ARy
Ear dropﬁ T L L N N R N R R R NE
Enama P T R I A )
Fnbteric coated tablet sresrrrrancactisuanasasesstnrnrarrenmsasitng
External (if route known but druE fDrm not EiVEn SbksAsEAasananREaS
Eye drops (includes eye drops and eye lotion only) ----vessssscass
Eye olntment sivaecasasasrrersnrecssassassssssssrsrornsnasdasasasns
GrBINULES wivsssrsvsverrrorancaneuendbistststsrasrrennnisbodisasants
IMPLENT sevrnrarrrramnrmnerenacstsaasaatorrersrrsrarbabibssaasnsnnr
THFUETION ssawnomsvsrameriassuisanarsarssrarrrrretrasasssssasssrants
Inhalant {includes volatile anaesthetles, vitellae, spray for
1nhalation) T I L E  E EF N R N I I
Tnjection (includes mlercerystal Inde) rvervorrsccrenrancaersrenes
TNSulflation rverersrmrrncaarcaricvisasasssrsanssnananessnsssssarsrers
Jelly R R R R R N I N RN N A A R AR I B N A N R L A R R
Tiquid (topieally applied) ieeeeeresverssrerccsvtosasssasasnanrrrras
Lotion (excludes eye lotion, 5@ EED) ..ivrervrerissssssassavsnrns
TOZGNER vuvseviossasrsarasnnnrsrestiassasstsarsannnrnrtbssatasarenns
MOULHWASE, sv.asusvasrsrrarrrariassiatsasasssnsvanmsrnanasassssnrnssrs
NaSal AUOPS -svevsstsrtrrrrrrrsratsssatssssssansnasnnncnsunasasansse
Ointment (includes cream & LInIMENL) sevevvrnrrenvrvvvnusvrnssrmes
Per oral (if rote known but drug form not given)-..-.-..--»------
Pill (includes only the spherically-shaped form, not tablet) .....
Powder (excludes dusting powder, See DPO) ---vuv-vsivasnsrnrravans
GNAMDPOO wsssssassrrsnarrsnmncsdsassssananrrannasasatassissssnsrnanss
Solution (includes all per orally administered liguid drug forms;
excludes drops and syrup, see DRO and SYR) ..cavivasssnrranranns
Spinecap «.---- et ururaserrrET e r s asans

Spray (excludes spray for inhalatiopn and B6T0501) sesvansararnanas
Suppository ccciciiarsrrrrans e assrsrsmnmmasus s
Suztained relesse CAPSULE .cviscssrrrranamcriiianssrur kb abas
SBustained relesge $ableh -.iiisrsarrrrancsissassasasr b ktisnnns
Sy'{"up AWk E kR R AR T N R N I A ]
Tablet (includes regularly coated tablet, dragee and vaginal
tablet but not sustalned release tablet, s¢e BRT) .ivvieavenns.
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CARD % {oontinued)

POSTTTONS

Bh-hy

1446

47-48

DDSAGE RAEGIMEN

Use the white zpace only, The dosage regimen 1s to be inmdicated in metric
units, appropriate International Units or coded DF (Dosage Form, as in the case of
Multiple-Ingredient Drugs),

This 1z followed by units of time, e.g. day, weaek, month, eta. All divided
doses should be changed inte daily, weekly, monthly or yearly dosages as appropriate.

Amoant

Numbers indicating the amount of drug should be recorded right justified.
A decimal point may be used in positions 44 or 45, All amounts when reported in
such a way &s 4o occoupy 4 or more coding positions (including the decimal point)
should be converted where appropriate to a different unit scale =0 az to £it into
the 3 avallable positions, e.g.

0.125 K& = 125 (M
0.005 GM = 5 MG
0.175 M3 = 175 RG

(See also Table 1, Examples on Coding of Dosage Regimen)

Unit Codes
e
DOSAZE POIM v uvvurvrerarearnsastosistssassnissnsanssssss DPF
B2 - GM
International hits ~ less than 1000 c.oceevisnsvavasvnaan ur
International Unlts = in thousand® ..uvievsvanrererarres K
International Units -~ in m1ildong ..iivuivuancicnrrncnennas MU
L B - T - KG
B 0 o T
MICIOGIARE suverorrarrasrrsravsasassnssasasaassaashessnsss RG
MId)IoUPI®E suvsvnuvuvmtrrrorannasranasssrssaasanasssssaa MC
MLLlILEIBNE e nssvssassuastsasssassritrnbrbrrsrarsmansras MG

O e 00 - ML,
Percent (Topical omly) seeessivssiiiinassscsnnnsenansens PC

DF 1z to be recorded when no other unit iz gliven. This pertains
o all multiple-ingredient drugs where drug form and route are
filled in, also to singlewingredient drugs where no metric or
International Uniis are given. When C Is coded in Poaitlon 49
{cyolieal), DF should be omitted from Positlons 47-48,

When neither drug form nor route are given, DF should not be racorded,
and positions A4-48 should be Ieft blank, (See Table 1)




CARD 3 (continued)

POSETIONS

=44

Frequency

Cyclical (according 4o menstrual o¥ole) cecreverssnssnsans

Daily A A BB S A SR SRS RASTARETE TR AR TR RUSRRORUEIVPE RS F A AGAE R ES

Mﬂnthly s AATAABEsERARERTRETRTRTER NP R RRPERURER AR AR asasnan

Number of times USed .eeecssrssssnsrasvsrssstsssssranassse
FRN (aB mcﬂssar‘y) AMsssmsssmsrasR s Emar kit biAdAREREamEn

Total IFE NN NN NN NN RSN RN NN RN ENENENEENEEEE N R

Weekly A T I T I N R LR RN N N ]

YEale rrd b b i bR b bk AL AR saaRaEsarRRRdddbvitirasanana

(See Table 1)

TABLE 1

Codes

1

9

o

EXAMPLES ON CODING OF DOSAGE REGIMEN (Fositions 44-49)

If reported as:

Positions 44-49 - code:

Amount Unit | Time
Amount Unit Fraguency
4y | b5 | A6 | 47 (4B B9
Cyolical Cyelical C
5 Dosage form such as INJ.
TAE. CAP. SUF. etc. Daily 5{ D| F D
1 Dosage form ... Onoe 1| | F 1
10 Dosage form ... Total 1| gy p} F| T
100 Grams Daily 1| ¢| 8| a{ m| D
58 International Units Cnee 51 5 o3 T 1
1 Kilogram Yearly 11 Xt G Y
2 Litres Monthly 2 L| T M
0.5 Mierogram Daily gl -| s| r| & D
500 Mi1ligrams Daily s| #g| #| M| ¢ D
= Milligrams AS necessary 51 #t rt @ N
90 Miliilitres Five times gl M| L| 5
1.8 Million International Units Daily 1 8| My v} D
50 Thousand International Units | Weekly s| gl ki v w
5 Topieal percent Daily 5| P| € D
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CARD 3 (eontinued)
POSITIONS

50-51 ROUTE

Use the white space only. The route by which the drug wasz administered is
to be entered. At present the following codes are used by the WHO Centre,

When the route iz recorded, the drug form must also be filled in and the
two combined must conform to the quality control checking table (see Table 2).

Route Lodesz

Buccal (Includes garEle8) srrevrssscsrssaarasssssasssnns BY
Condunetival (.ivervrrrnssorrsrrrnrsrtosasanscasensaanarasa GO
bental (includes injection) seersecvsssssasssssarassanas DE
Impla.nt R N N N R Y RE
Inhalation --vvivetrrrrrrararreraasrarsnssansusnsnsssnssas TH
Insufflation veerenivsdrorarasnansnssaansnsssaanasasnsa REF
Intra-arterial tvieveceresasororaniiosstasesnuasannsannss IA
Intra-artlculal seurrvarcrrantrranrrrransvasnscrasnssness IR
Intradermal .c.iirvarsrrvrrrrrrrarsrarravncsnssassnsrasas ID
IntramIBOUIAT s s tumsttdrmmbrtansnrersssrrarssensranss ™
Tntranasdal ..acascavssortansosmnnnn brrmwEmarr T v N
Intraperitoneal ..vrevvreracsansssssusasavasucnsnnsnrsnans IP
INtrApleural cieeenssnssasssraasaaasirtetasitnnbrnrrsres IL
Tntrathecal (.ooveavrnsrsoasiasianmaratiassacavrssssness IT
Intratraches]l .covucersanssaansasasscasansbmbranbbonnssshn TH
Intrautering . ooveresrnvnrrarravsasnssissassasasssnvininn IU
InbrAVeNOUS cuutus bttt borbnrrnrsanrssnarssessansansesans IV
PGI‘ oral RN R R R R R e T T PO
Per rectal LA IR I B A B A L L R D R R R B BB R A B B NN BB N N B I B N N B R ) PR.
SUBOULAIISOUR s i vesnatsssunansssssaanasincnrmnbmnmrenenss sC
Sublingual . issesacsracssisavasisacsncrnnnrnranurrnssrnas SL
Systemie (if route is not specified) -.vievevvrvsnrrrnss 3y
Topical (external - 3KIn) seeescasssusssasssiisaiananss TO
Vaginal B L R R R T T T T T T ™ VA
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CARD 5 (continued)

TABLE 2
QUALITY CONTROL CHECKING TARIE FOR DRUG FORM (41-43) AND ROUTE (30-51)

DRUG ROUTE

|
FORM BU{co|DE|TA| D |TH {TL{IM| IN|IP |IR [IT [IU|IV|PO|PR|RF |SC |SL{SY|TO|TR

AER X X

CAP

CTEB

CTa

bod Eacl L

DPO X

DRO X

EDR X

EOT X X

EXT X

GRA X

IMP X

INF X X

TNH . X

e
o
>
”
»
»

INJ X[ x| X Il X X| X

INS X

JEL

1Ia

bt Ead ]

__MWE. .

MR : X

OIN ; X

EIL

‘ X
POR X X
POW, X

SHE X

SOL X X

SpC X

SPR X X

SRC X

SRT ' X

SR X

TAR i X X




CARD 3 (continued)
POSITIONS

52-63

DRUG ADMINISTRATTON

Use the white space only. Full dates of drug administration - Began ang
Terminated dates « are preferred. However, where dates are unavallable, duration of
érug treatment iz acceptable.

If duration in time periods (days or weeks, etc.) iz reported with either the

began or terminated date, the missing date should be caloulated and recorded in the
appropriate space,

Wherever space for the date iz provided, zeros (ﬁ) should be added to complete
the 6.digit fleld. For 6 July 1970, code ﬁE 7@; if only the wonth and year are
glven, code ﬁ&&h?ﬁﬁ if only the year, code ﬁ.

If drug edminiztration is for a period of one day, e.g. 6 July 1970, code
BEGAN @#6#778 and TERMINATED @6gir7d.

EEGAN

Record the date drug treatment began. If a drug treatment began more than 10
years ago, insert a diagonal stroke / in position 52 and amit the day of the month
on which treatment started; code the month and the year in the uswal way.

TERMINATED

Record the date drug treatment terminated. If the drug treatment was continued
code CONTIN. For long-term adminiatration of unknown duretion code I TERM and for
short-term administration code 8 TERM.

If DURATION of drug treatment is gilven only in time periods:

GCode D Tor days
W for weeks
M for months
Y for years

in position 63, praceded by the number of days, weeks, ete. when reported, in the
appropriate number of pogsitions immediately to the left.

PREVIOUS ADMINTSTRATION

Use the white space only. Code ¥ 1f the drug had previously been administered,
orr N if it had not been given before.




CARD 3 (continued)
POSITIONS

65-60 DISORDER OR REASON FOR USE OF DRUG

Uze the white space only. tndi cate the dizease, condition or reason for
which the drug was administered. It is preferred that 4-digit numbers from the
8th revision of the Inmtermational Classification of Diseazes 1065 be uzed to
indicate the underlying diseases, condition, ete. for which the drug was given.

TCD numbers to the left of the "point" must be zere filled to 3 mmeries,
¢.g. bulmonary tuberculesis is #11 and not 11. The "point" 15 indicated 1o the

C-% form by a dotted line between positions 68 and 69 and should not be ooded by
g period "I

Code trauma from the N series. If this iz not possible code the agent
producing traums from the B series, If the drug indication is for diagnestic or
prophylactic procedures (except oral sontraceptives) code from the ¥ serles,

Tn addition to the TCD codes, the following codes may be used !

Fositions

65 | 66 | 67 | 68

Surgery (an ICD number follewing the letter code
may be used to indicate the reason for surgery) ..
Contraception (drugs only) -..eeevecnransssrarnsnruss
Pramedication .c.csessramacssrarrarvssansrarranassns
Dliagnostic X-Ray (procedure not specified) srveveses

Polll weveesrcvusavssrrsspnchstasarrpudavanspnondbansa

Code 1, 2 or 3, ete. 1n position 70 for a drug name repeated to accommodate
variables, and "Disorder or Reason for Use of Drug" above, This number 1 used

only to link drug information within a single drug reaction report (i,e, report
gsaguence number ),

CARD i}
POSTTTONS

1-4 OTHER CONCURRENT THERAFIES

Use the white space omly, Codes should be taken from the list below,

Space for two "Other Concurrent theraples” i3 provided; if more than two

are required, use additiopal C~3 form ard repeat identification data (Card 1,
positions 1-3, Le-20, 21-22).

1f other "Other Concurrent Theraples" than those listed below are reported,
they may be recoprded in open text in thls space, '

*
Rasic informatioen
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CARD 4 (contimmued)

POSITIONS
1ad
(continued)
Codes
Therapeutlc X-Ray .uiuusvvrreecsevascrncsrsssssssonensnn 1
e o ¢e
s“rgew “""""F"""i.l."*"I"llli'iiiﬂivﬂiililliltu ¢3
Tumbar punoture R N R R R R T T T T T T, ﬁl‘
P}W'f‘iother"ﬂp.‘f L LA Y R R ¢5
Bed r‘eat L R R O R B O R O T %
POYCHOLNEIADY vt uuuaanusurenrassrisserearsasanesesssnnnn &7
DIEE wuutncreucrasasnsnnsnsiasossasssansnnsnsssainsenns @8
EST (Electroshock therapy) ..veeceevsronnesrersnrenennns ﬂb
Heart catheterization suuesrrees oo oncnrsrencnrnnnnnnnnn, 1
Dressing T 1%
B OB CODBY « vt mn e nnarnarananrrnsatoaneennnnns 14
Radlo-active 180tope Lreatment +..e.svivveersoererennes. 15
Renal transplantatlon sussuvicoseessvisnroressonenneenss 16
Heemodialyesia oot iy irrrrrsnsrinnreensasoonesnsnss 17
Peritones]l QlalySls «uvurueinrrersrsiuonessosssonnensens. 18
5 TABORATORY DATA RELEVANT TO ALVERSE REACYTON
—ee e el DD Y Advatias RBACTION
Use the white space only.
Code 1 = 1f data confirm the adverse reaction.
Code 2 « 1If data do not confirm it,
& OTHER LABORATORY DATA
Use the white space only,
Code 1 - if laboratory data relevant to the underlying disease conditions are
reported,
Code 2 « 1f any other lahoratory data are aveildable,
7 . DRUG REACTION HISTGRY

Use the white space only.
All available informetion 12 to be recopded on previous reactions to the same
or gimllar druge and whether the patient has had the same op similarp reactions to

other drugs, '

The following codes may be used in this area but are by no means exhaustive,
If more than one previows drug resotion history, use additiomal C=3 fortm and repsat
identification deta (Card 1, positions 1-3, 4=20 and 2l-22).
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CARD 4 (eentinued)

POSTTTONG

B-z2

2Hal

25-26

27-32

Codes

Higtory of different adverse rezction to the suspected APUE sevrmcsrranssras A
Ne sdverse reaction to previous administration of the suszpacted ArUZ s ers B
similar adverse reaction to suspected drug -...ee.srsrsaneassrrrarrnntte c
Similar adverse Teaction 1o another drug .-..vesr---vrmmeamrmrerrsniirnnnts D
Different adverse reactlion te another drug I T L R LR R E
0+ & T L S L LR T E R R il P
No history of any drug reaction (record enly when so gtated) .ire-snoc-iaan G
Complex drug reactlon history, @.gz. unlisted, or formed by combinations of

above .',................................................................. H

OTHER CONDITIONS PRICR TQ_ADVERSE REACTION

Use the white space only. Any associated pathology existing pricr to the
onset of the reactlon is to be entered here other than that recorded under "Disorder
or Reason for Use of Drug". Four-digit number codes from the B8th revision of the
Internationﬂl Classification of Diseages 1965 are preferred but open text is
acceptable,  Pregnancy may be coded 9999. Space for 3 other conditicns 1s
provided, If mere than 3, use additional C=3 form and repeat ldentification data
(Card 1, pesitions 1~3, 4-20 and 21-22),.

NUMBER CF FREGNANCIES

Use the white space only. The total number of pregnancies is to be recorded
here, For O to 9, code £F to £9.

NUMEER OF LIVE BIRTHS

Use the white space only. The total number of 1live births is to be recorded
nere. For O to 9, code #Af to £9.

IF FREGNANT

Use the white space only. If the patient was pregnant, the date of the
start of her last menstruation is to be entered. \Wherever space for the date 1s
provided, zeros () should be added to complete the 6-diglit field. For & July 1970,
code PEFTTH; 4if oniy the month and year are glven, code ApdTTH; L only the year,

code BEABTH.
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CARD 4 (eontinued)
PO3ITIONS

2

40-43

4445

*
QUTCOME

Uze the white space only. This should be coded according to the list below,
Flease note that outcome codes A, B, F or U, refer only to the reaction and not to
the dizease under treatment, If the patient died, "D" in this position signifies
that this outcome was due either to the reaction or to other mre~existing causes,
Death resulting from the suspected adverse reaction should be coded both in the
space for the adverse reaction (Card 2), and also in this pozition, Desath due to
olher causes and only colncidental to the adverse reaction should be coded only here.

Codes
Recovered without sequelae reevsinana A
Repovered with sequelae .....vseveve. B
Not yet recovered ....esevieenrevenee F
Died L N Y N T D
Ummom Q..ii-liii.Iil!iii.lll'.i#d.! U

DATE OF HEATH

Use the white space only. Date of death should be coded in the order day,
month, year, as follows: zeros () should be added to complete the 6-digit fleld.

For 6 July 1970, code S6P778; 1f only the month and year are given, code ZB677H;
if only the year, sode SEOSTH.

CAUSE OF DEATH

Use the white space only. It will ke of help if the numbers in Idst A -
150 Causes for Tabulation of Morbidity, Mortality, page 4739 of the Sth revision of
the International Classification of Diseases 1965 - be used in coding causzes of death
and they should be recorded right Justi fied.

For numbers 1-137 inelusive omit prefix A

For rnumbers 138-150 inclugive, code E for AE and N for AN;

For death due to anaphylactic shook, code 151;

For death reported to be a result of surgery (post-operative), sode 152,

If more than one cause of death, use additional C-3 form and repeat
identification data (Card 1, positions 1-3, 4-20 and 21-22),

OTHER FACTORS

Use the white space only, Code from the following list ary "other factors"
that are reported. "Other factors" not listed should be written ip open text in
the space provided. For more than one "other factor" use additional C-3 form and
repeat identifiocation data (Card 1, positions 1-3, 4-20 amd 21-p2),

* Basie Information
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CARL 4 (continued)

POSTTTONS
L=l Codes
{continued) -
CCCUPALLOl sssnrrrrmrsasaracnns rsarsssarsancaisanranne ﬁi -
THAUSTETLIAL v i vuvusatssnsnrassssremnbatrrarsadsornmtstns ﬂé
Hougehold ..scvaas D T esemavrers ¢3
Piet (AON-therapeutle) seeiecevssrrsrasrsanaavanarnants g
SMOKINE »+oncncsssrsrnsnrstornsnnrtsasncsaasararsssnross gg
Climate ccvvverpanmnns raaamun e vmarmssasamcbnar Tt
Fositive family history (hereditary predisposition) ... ﬁﬁ
AlleTgEy NiSLOPY reveevisnaenarearanessnormanionsnsiser @8
Falr complexion (Red Hair, Ginger Hair} ...re-ce.verv-- ¢9
AlooROl sevarsramaan- drrdseees i A e amemiaaaranrs 14
Malnutri tion +.-.a.- e crresmenun arrremcsananmus 24
NATIONAL, CENTRE COMMENTS
he=h7 Use the white space only, Comments on the suspected Drug Adverse Reaction

report are requested and may be inserted 1n this seection.

Tf more than one Natiopal Centre comment, use additional C-3 form and repeat
jdentification data (Card 1, positions 1-%, 4-20 apd 21-22), Mational Centre
comments not included in the list may be deseribed in open text.

The Tollowing list of codes may be used.

Codes

Causallty probable ....ceiseravvrraaciisrrracssaransuas
Causality certain vaessercmmrirroaosesrranmtosenadinnss
Causality possible {not excluded) ..userccavssransonaes
Causality Unlikely .oeerneerarormssssrracinosrecarranans
Causality UNUSUR] «.eermavarsare-sarsaarooaeorocnrrsnsy
Cauzality 5erious «c.averaaaaa.n rmsustrEmasasEa s E N
Manufacturer's ervor suSpeeted ..cvrrcanarisrar ey
Cansality unusual & Serious . ..c.vcvmarsvrrraarrranrs
Rechallenge positive ..... R R R
Hechallenge NEEatlve +.vcvvsrrrisrmassanantosanrnuy

EEIRHEIR/E

ADDITYONAT, TNFORMATION -

Uze the white space only.

Codes
Afi-R0  Theae positions must be left blank.
51 Tf DRUG INTERACTION 15 suspected sresercvesascervrsscanrssasacasss 1 ’
B2 This posilion muast he left blani.
53 If EXISTING PATHOLOGY 1s considered to lnerease the pogsibility
of ogeurrence of the adverse TEACTION susenvinsnsrrrsasasnavvsnas A

5 This posltlon must be left blank,
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CARD 4 {continued)

POSITTONS
Codes

55 If HOSPITALIZATION is prolonged by the reactlon .seeeesseenes 1
If admitted to hospital because of the reaction L

If treated in hospitﬂl m"p&tient dﬂpﬂ-mm ﬂnly bk mansa 5 :

56 If any MEDICATION is given to treat the adverse reaction .... 1
If no medication 1s given to treat the sdverse reaction s.... 2 !

57 If SUSFECTED DRUG IS STOPPED beosuse of the adverse reaction 1
If suspected drug iz comtimued at previous dose -level, in |

Bpite Of tm Nﬂ-ﬁtiﬂn .Iiill'.il.‘l-l.'..‘.ﬂl'i..'.il!n.-.d 2 i

If suspected drug is comtinued at reduced dose-level after

the reaction L R _3 i

58-70 These positions must be left blank,

Further data on any other aspects of the report would be much appreciated

and may be included here in open text or submitted on fupplementary sheets, and
attached to the C-3 forme,




