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The Unfilled Promise

4 N
Days for Paper Process
1 2 3 4 5 6 7 8
Reviewer 1 Reviewer 2 Reviewer 3 Edit Approver 1 Approver 2 File
4 . N
Days for Electronic Workflow
1 2 3 4 The Promise:
Reviewers 1,2 and 3 Edit Approvers 1 and 2

by implementing electronic

workflows we could cut review and
% @ approval times by 50% or more!

L
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Reality Check

I] Business Processes do not always follow the “Happy Path!”

Mary no
longer works

But this is just
a minor edit!

But this is an
exception!

| always wait until
everyone else signs
before | sign it.

This is not how we

Joe is traveling and

doiti | have not
won’t be back for omnin anl taken my
two weeks. emergency: training yet!
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Examine from different perspectives

Document

Process

*Do all documents need to follow the same process — break down by
type

eCan some documents simply be promoted after inspection

*Do you route multiple documents together

e Carefully select what notifications will be sent to users

e Are there special processes for emergencies

e Are there special processes for minor edits

e What are ALL the roles involved (editors, word processors, other
specialists)

e Are approvals based on document revision or content revision

e Are approval requirements by function or individual

e How do you handle proxies and delegation

e Who can add signatories

e Does everyone have access in all work locations

e Do people outside the company participate in review or approval
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Carefully define the lifecycle for each document type

Consider Document Types Lifecycle Questions

e Labeling .
e Correspondence

e Submission documents °
e Data sets °
e Templates

Compiled publications
e Virtual Documents
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Do you have a state to indicate
editing vs. authoring?

Do you use annotations?

Do you retain drafts after
approval?

Do you retain annotations?

Do you have an obsolete state
separate from a prior version
or superseded state?

Do you indicate when a
document has been reviewed?



Key points to Consider

Identify and include all stakeholders. Lack of buy in can kill a good system.

.

Ask “Why” and don’t accept, “We’ve always done it this way.”

%

Use the opportunity to redesign your process. Automate a bad process
produces more bad faster!
%

Test user interface with HTML or other easy to change formats

.

Run a proof of concept with stakeholders (it does not have to be
computer based)
A
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Manual Proof of Concept
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State and Workflow Example

OBSOLETE
User Promote enabled for Restricted VX.0

specific Doc Types to Admin.
o v |
FOR )
REVIEWED FOR APPROVAL APPROVED
REVIEW - .-
vX.Y Workflow 0 vX.0 '
Workflow ' '
] 0
(] (] ' :
(] 0 : btovooeoe -:- .' (]
0 0 0 V
e |t : FOR ' J
' 0 : eSIGNATURE ’ : SUPERSEDED
¢ | "{w/Commentsf - - Workflow : vX.0
' User edits : 0 A
.----------------------------------- Rejected cl-----:
New Draft Version
Restricted to Admin.
—> Manual tranSition pel’formed by user *Becomes Superseded |f a newer
e ====<p Automatic transition performed by system version is approved starting at 2.0,

' States noted in ALL CAPS l
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State and Workflow for Labels :

Labels present a unique opportunity since they require internal
approval to be sent to the Health Authority, but approval by the

Health Authority to reach a final approved state

HE9|fY YNEPOLIEA fO LeICp 9 LIug| 9bblLoneq 2f9f6

a
R @ kb ke
'YYY
No

Further Edit34( \I/Comlients *
sy 1N
' States noted in ALL CAPS l

Drug Information Association www.diahome.org 10




Forms Based Workflows

The use of a forms based approach allows the establishment of workflow
rules based on answers to questions and data about the change

CR Properties
1. Priority of Change (e High
o
| Medium
p—
) Low
p—

2. Target Closure Date oilf1ziz011 4]

3. Related CRs=

CR 2910

G OIC

4, will Regulatary Affairs approval o ves

be required for this Change —
Fequeast? ) Mo
p—
5. Type of Change Documen t -

¥ Deszcription and Rationals

»OCR Approvers
" warkflow Docurments
v Surmmar o

Back Jl Next J
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Routing Controlled by Data

Because Regulatory Affairs Approval was checked an approval route is added.
This was predefined to be a serial routing when the form was created.

Simple Change Request Workflow Summary

* RA Needed is Yes

__ N

& Prority of Change is not High

CR Approval EI
# (R Approvers is not blank
Erin Riley = CR Approvers : CR. Approvers

R
[ bock | costiese |
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Provides Reviewers/Approvers Intuitive Interface

Workflow recipients can view, compare, annotate, delegate and take action
from a single user friendly form base interface.

CR-000091 ne View
Thle : CR-000091 =
Modified By : gdmpradm Actions | Typical Controlled D i Typical Controlied D
Creation Date : Mon Jan 10 19.48:38 GMT 2011
Status - Draft = Tifecycle stafe. Kank Kequirement Lext

CR Initiator - QWD Test 010
B (£ Supporting Documents
% Typical Controlled Document  [B8 [X] 3¢

Requirements v1 0.pdf

% Typical Controlled Document  [EEI[#] 3¢

2 The system shall by default display all Approved. Effective and the current
versions of a document n the results listing.

1 The system shall allow the user to perform a quick search.

2 The system shall search agamst the following properties from the quick search:[list

=]
G4l

The system shall clear out the following property values when
creating a new document by copying an existing document:
document number.

“Requirements v2.0.pdf The system shall copy the document content. but not the PDF 2 properties).
& 3 Workflow Documents rendition, when creating a new document by copying an 1| The system shall allow a user to determune which properties to display m the
s ying -
Fso.co196 B[] existing document: document number. search results listing. -
cr-000091 B F] n hall requin - — ired or - 1 The system shall allow the user to determine the sort order of properties in the
bl The system shall require a user to enter required properties 1 search results.
when checking in a document. 1 The system shall allow the following groups of users to display documents in their
The system shall prevent the user from updating the system 1 ?;ﬂ"? 9‘11‘1“21]:11 lication: Uﬁ“ %‘;"u?s] p _ T
m assigued version number. 2 & system s automzmg ly display documents in a non-editable format to
- - users with read or relate privileges.
View Versions The system shall automatically assign the user who ereates the 2 1 | The system shall List the following properties in the header and footer overlays of a
é;:;‘ﬂ‘e document as the author of the document. Document- [list properties]

Edit The system shall allow the following groups to create a new 1 1 The system shall allow users to print the PDF rendition of Documents for which

Change Owner document: [list aroups]. they have been granted at least Read access. _
On Hold " . - 2 The system shall allow users to print “Draft” documents from their native
Add Supporting Documents The system shall automatically set the following properties 3 application for which they have been granted at least relate privileges or higher
when creating a document: [list properties]. access.
The system shall allow the following groups of users to delete 1 ' 1 | The system shall display the signature page whenever the user views or prinfs a
E PDF rendition of a document that has been signed electronically.

draft versions of documents [list groups].

3 The system shall allow DM Support to print controlled copies of Documents 1 the

View Audit Log E . - - . H - bl
View Approvers H ll'he system s:}all allow the following groups of users to import 2 following states: [list states]
documents: [list groups]. . _ 3 The system shall display the statement “Official Copy”™ on a controlled copy of a
The system shall automatically attach a lifecycle based on the 1 Document.
selected document type. 3 The system shall create an audit trail entry when a controlled copy is printed
The system shall prohibit users from making changes to the 1 and/or reprmted from within the DMS system
document or change request without checking it out. 3 The system shall allow users to export the search results to a Microsoft Excel
I - supported format.
The system shall prohibit users from checking out a Document 1
that is currently in a workflow. -
The system shall automatically generate a PDF rendition upon 1 E 2.1.4 Document Review
" checkin. E _
5 The system shall full-text index all rendered documents. 1 = il - e T AI e
E - - 1 The system shall allow a parallel review of a document by all applicable
E The system shall prevent a user from checking out a previous 2 o reviewers
= major and minor version of a document (i.e. prevent 2 1 | The system shall allow a document to be routed to one or more reviewers.
branching). = 1 The system will route a PDF rendition of the document in the review workflow.
o o .
] The system shall allow a user to up date document property 1 S 1 Th? system will genemte an email notification for those reviewers selected in the
z . . e review workflow.
£ values during check-in. =
< The system shall not allow a user to modify a read-only 1 1 o ssoxilooin 4] | »
ﬂc‘)cumem property. _ . _ - i 2 = | 4 4l eors b Bl | o O | L H e
| ssox1iooin 4 | r
= e P S s e B ﬂ

Drug Information Association www.diahome.org 13



Managing Content not Documents

Route for
Approval to:

Clinical Approvers
Clinical Directors

PV Directors
Clinical Directors

Clinical Directors
Regulatory Affairs Director

Drug Information Association

Protocol

Protocol specific information

A

Serious Adverse Events

i

Responsibilities of the Clinical
Investigator <

h@sed in1 documenD
Used in many
documents

( Used in many >

documents

\ﬁ
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Summary

Thoroughly examine processes for special use cases

.

Look at each document type and group by common process

%

Craft lifecycles based on document type requirements

.

Use forms based workflows to dynamically adjust routing and
participation
L

Move toward managing content rather than documents to improve reuse
and productivity
L
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