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SDO : Standard Development Organisation
IDMP: identification of medicinal product
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« PhPID. Unit of measurement
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Sub- High-level

vocabularies vocabularies volumes

MPID 44 4 1,200,000
PhPID 1 TBD
Substances 83 2 120,000
Dose forms 6 2 450
Routes of Administration 0 1 75
Units of Presentation 0 1 87
Packaging 1 1 65
Units of Measurement 1 160
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Establishment Operation
Variable Variable
FTEs FTEs
MPID (see note) 3.34 0.52
PhPID - -
Substances 28.06 6.14
Dose forms 4.47 0.36
Routes of Administration 0.18 0.01
Units of Presentation 0.31 0.00
Packaging 0.31 0.01
Units of Measurement 0.14 0.03
Totals 33.5 6.5
Overheads 50%
2012/07/25 ICHE RS URI ™ L2012 *?EEIZJ:%)

$¥) MPIDEPCIDSI=ZDUNT L. F 4



@%/7-7- 270 RXZE(1/2)

-

Maj nance

C gamsatlon.,,

Check that term does not already exist Databases

Exists

presentation

e

Identifier needed

Identifier needed for regulatory

Regulators

fﬁ%‘]é%?ﬁ‘ﬁnﬁ LTiTo55;
B AUT TR OLE
=H\HLEBEDEELLS

Record ID
New/change needed i Substances, dosage forms, routes of
administration, packaging and units of

Add information
needed for
new/changed term
toregulatory

- submission

for own purposes PUrposes
initially v

Prepare =
application | -UF‘\
form for S |
new/changed Submission to the ‘
term Maintenance

Organisation )

A (Next diagram)
2012/07/25 ICHE AL URT™ L2012

Submission to ‘

Regulator

Submission to the
Maintenance Organisation

14



A 4

A (Previous
diagram)

applicant informing of this

Request valid —
Passed to evaluators

QA TFURTOEVRE(2/2)

Request invalid — Response to

Mo clear compliance
with editorial rules

1 I
;

1. Registration of
request

2. 15treview for e‘
validity

3. Check against

existing terms

[ consulting regulators

as needed)

itorial
ﬁufei‘

Substance

database

Other
databases

Database updated

i valuationagainst
editorial rules

—_— -B’
L_L:_:\“Ehe-ar

f‘:'\ compliance

with
editorial
rules

Expert scientific
evaluation in
Committee

Response to applicant
informing of successful
outcome

|D Assigned & formal
text completed

Response to applicant

* informing of
unsuccessful outcome

2012/07/25

O .

M H

Consultation
Request . with rzgu[:ator
agreed 1 a5 neede

Request declined

ICHE A&

DRI L2012

Regulators

15



AUTF ORI T EERDAZIVA

»EMA

MOIZX D E ‘VDConfldentlaIET 2% 5\ ER 48
WICERLHTEQRESAD. substance, dose
formZFDWNT NDEFES ., I %%ﬁ%‘/?‘T‘/
REI3ATa v EzFE

>FDA

HE DL HEA(SRS)ZFIFHL =L =8 substancelZ

g%;‘i fﬂnuéATb\)(./TT./xjé‘fT')Tj =D




For ICH SC

Endorsement %f&d)%ﬁ?

2013
Jun' Jul Aug Sep Oct Nov Dec Jan Feb Mar Apr May Jun Jul Aug Sep Oct Nov Dec

HL7 Meetings - - -
ICH Meetings - - -
ISO IDMP Publication L] 20124E11 A8

CPM/SPL/IDMP Ballots ] ] San Diego

Preparation for ballots _ _ 2012$9-10ﬁ

aT Ak
Message testing (alpha) _
Message testing (beta) ]

Implementation Guide
HL7 Review of IG

Step 2
Implementation Guide
HL7 Review of IG
Step 4

201245118
Step2

Maintenance items:
Proposal follow-up
Process confirmation
Metrics refinement
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