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_g*g_ Introduction

m This is a one-hour seminar providing a
process, tools and guidelines for writing
site-specific SOPs that facilitate process
documentation and consistency

® An investment in your sanity

"This training has been funded in whole or in part with Federal funds from the National Institute on Drug Abuse, National Institutes of Health, 2
Department of Health and Human Services, under Contract No.HHSN271200522081C."




_g * g_ Training Outline

m Topic 1: SOP value and purpose
m Topic 2: Recommended sections and
content guidelines

m Topic 3: Protocol and site specific
process breakdown

m Topic 4: Process risk identification and
mitigation

"This training has been funded in whole or in part with Federal funds from the National Institute on Drug Abuse, National Institutes of Health, 3
Department of Health and Human Services, under Contract No.HHSN271200522081C."




%‘g Site Specific|
1 B Standard Operating

Procedures

m A document for service of care

m Every protocol has a manual of
operations

m Every site develops site specific SOPs
O Institutional Standards
1IRB Standards

"This training has been funded in whole or in part with Federal funds from the National Institute on Drug Abuse, National Institutes of Health, 4
Department of Health and Human Services, under Contract No.HHSN271200522081C."
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“That's interesting —what exactly do you
mean by ‘thump’?”




_g*g_ In Simple Terms

m Prepare a step-by-step guide
m Someone could step in for you

B G Uide to keep stu dy Enable someone to walk
right in the door and

processes going be able to do the work
by following your SOP.

m KISS (Keep it simple sweetheart)

"This training has been funded in whole or in part with Federal funds from the National Institute on Drug Abuse, National Institutes of Health,
Department of Health and Human Services, under Contract No.HHSN271200522081C."




= = SOP Value
and Purpose

Standardizing procedures
Training new staff members
Process standardization
Facilitates quality

Manage work processes
Minimizes miscommunication

|dentify vulnerable components
1 Present opportunity to protect

"This training has been funded in whole or in part with Federal funds from the National Institute on Drug Abuse, National Institutes of Health,
Department of Health and Human Services, under Contract No.HHSN271200522081C."




Recommended)|
. - Sections and Content
Guidelines

m Cover Page
m Table of Contents

m Core Sections

Introduction

Purpose

Scope

Definitions/Abbreviations

References

Process Detail Description

m Write in a concise, step-by-step, easy-to-read- format

m SOPs should be written with sufficient detail so that someone
with limited experience with or knowledge of the procedure,

but with a basic understanding, can successfully reproduce the
procedure when unsupervised.
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"This training has been funded in whole or in part with Federal funds from the National Institute on Drug Abuse, National Institutes of Health, 8
Department of Health and Human Services, under Contract No.HHSN271200522081C."




SOPETT CTH-D022 Cate Approved:
Participant Payment (We-Pay)
Procadures
ﬁ%ﬂ!ﬂ Ey: | Crigination Date: F1908 Fage TofZ
Date Revised:
Rationale:

The AMSE CTPR is 3 panticipaing siein the CTN-00E2 cinicaltrisl The & a sitespeciic
supplemant to the pratocol regarding the procedures for handlng Participant rembursement
proceduerss by wsing “We Pay"MasterCandDebitCash Cards.

Il. Procedure:
The hean of the WeFay payment systam is the Cad. These are M asterC ad-branded pra-
paid debitcards, sswed by Citizens Bank. Faymens 3= made by assigning monstarny
value o 3Card, and transfeming ownership of the Cardto the Bubiect Cards owned by 3
Subj=ct may be relosded — tha is, subseguent paymens may be sdded 1o 3WePay Card
alr=ady oaned by that peson

Management, Siorage and transfer of Cards
1.1 The Nede Coordinator (NC ) will obizin in person, the requested blank unloaded
cands from the Grants Office When the NC has thecands n posssssion
{oermeship) shewill then log onto UPKMC Wz Pay Systemwebsite,

https: Fwrepay upmc.edy, and sssign WePay Debi Cands by number to Stedy
Coordnator {SC)

[

The 5C will erter We Pay System Websie and accept Debi

Cards that have been assigned. When the debit cands are soceped by the BC,
thay 3= n possession {pamarship) ofthe 5C and 3= the responsibilty of the 5C
until they are assigned to the subject

2. The WE PayDebi Czrds will be inthe locked file cabing inthe MC's office at all timas.

1. Partcipants will be sssgned 3 debit card during thefirst scresning vei. They will
then be in possession of the subject and they will be responsible for tham at that
time.

Participans will bring their assgned WePay card with them to each subseguent
visi Subsaquent payments will be loaded onto the same card receved 2
scEsningvist

P




i

Fasifcipant Reimibaes sment

E1  Fasbopants e simbarsad e Selr s portalon, Inconnenianoe, ard Sime
for pon-peatment acsessment deits TN 00ED parSdipanis Campeosins &
miax iR amcant o §140 for Pk Wt amandance:

1.1 Festicinents will peoadns

sl

2144 85 for compliefing Scrasing

2112 55 o compating hes Sine ssoaosment
2142 50 for ome—monk Solowop s

14, 550 for si-month Sdbow-ap Wl

2115 ES dor callng bompcate [ocatorinAormatias [pror B
1-micindin visik and &5 for cdiing o mpoiate: hocashor
miormation mior bo S-month Wt

22 The par@ckpent wilil be peimbeesed af e and of wisil afer sl sk
e LA s, s (B comaned
42 Recedpt for Feymest will be peicied af Bue and of sech easacion. They wil
be msian bo sige Bve pacadint o confem e amonnk peceined
4521 Ones sty mamiber pecalipt will e Depk e shndy Hader
amd e Sacored PRt Wil be Bant In sapampe Via-Far B
heodin bocahed [mbocioed Thecatimed Inspacifed O0E2 shady
cravear Thee Shgmead oopy Wil D= 2ot Im e pasticioant s FH
hirsder
=4 A iracenies will e dooamenied in e Fesddpest incenfine Log. hocebed

e et reret s pec e I pocom el
Recomdling and codedmga meaw baichi of WP ay Cams

4.1 The NODE Conrdinator will cochar & mezw et of casds. fhoam e
of Grmnks. moed C:ombeuci. hocmbead om e Bl Flioor od e Paricnale Baliding o
Pt Aoa, winam e e Only S cods fel

42 Lo o shaen omocs. witl e ol Conlmemed on T ey weleibe Follow e
sopearn e Losibensiarcard mesi for dick By dictinstnciions

42 A mew card aan be assigeed ho e pesiihcipant I pee o Caed s Do oSt
or sholen. Fsham foF 1 Im20F imanagement. siompe amd mesder of Camds)
o Imes broclions

=od Granks and Contmclts Contact for Quesioos

51 Sonls Wallacs 412- 2433555 Rkh Exrneburg
412 MEBETE

10



_%_ Protocol and Site Specific

4

Process Breakdown

m Gather tools and paperwork needed for operation

[0 Routine events
= Urine screens
[0 Risk events
= Suicidal thoughts
Watch operation being performed

Role-play and brainstorm for content
[0 Brings things to light
0 Consider timing each task
Record the operation sequentially
[0 Direct observation is best
[0 Flow Process Charts

"This training has been funded in whole or in part with Federal funds from the National Institute on Drug Abuse, National Institutes of Health,

Department of Health and Human Services, under Contract No.HHSN271200522081C."
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Identification
and Mitigation

Process Risk |

m Risk Management Process — ——

0 Risk identification

= |dentify project, product
and risks level

Risk Identification

* Brainstorm to identify
potential problems

v

Risk Assessment
e Assess risk

1 Risk Assessment/Analysis 4

= Assess likelihood and
conseqguences

1 Risk Planning

s Develop plansto avoid or ¢
minimise risk impact

[0 Risk Monitoring/Controlling

* Severity
« Likelihood
« Controllability

Risk Response Development

* Plan to reduce possible damage
» Make contingency plans

Risk Monitor/Control
* Implement risk strategy

= Monitor and adjust plans

» Monitor and adjust
» Change management

"This training has been funded in whole or in part with Federal funds from the National Institute on Drug Abuse, National Institutes of Health, 13

Department of Health and Human Services, under Contract No.HHSN271200522081C."
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C > Revealing & Planning
for Vulnerable Operations

m Generate list of possible risks

m Goal = Find potential problems before they
happen
[0 Break into task areas
[0 Brainstorm
0 Past experience

m Focus on events that could create unwanted
outcome

"This training has been funded in whole or in part with Federal funds from the National Institute on Drug Abuse, National Institutes of Health, 15
Department of Health and Human Services, under Contract No.HHSN271200522081C."
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.:%:. Revealing & Planning
for Vulnerable Operations

»

Responsible

Events Outcomes Mitigation Trigger Person
Have drink

Participant available

couldn’t provide Prompt for sample

Urine Sample Missed labs collection Conversation greeter

Participant Schedule earliest

missed study day possible

window Missed data Reminder calls No show RA/RC
Clinic closed Weather

Snow storm transportation Reschedule report RA/RC
Patient safety Doctor for safety

Suicidal thought risk assessment / referral | Conversation RA/RC/MD

"This training has been funded in whole or in part with Federal funds from the National Institute on Drug Abuse, National Institutes of Health, 16

Department of Health and Human Services, under Contract No.HHSN271200522081C."
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A . Handouts &

Resources

= Handouts
0SOP template
O Flowchart template

m Resources online

O Guidance for Preparing Standard
Operating Procedures

= http://epa.gov/quality/gs-docs/g6-final.pdf

0Process mapping A Guide for Health
Service Staff

=  http://www.health.vic.gov.au/qualitycouncil/downloads/process_mapping.pdf

"This training has been funded in whole or in part with Federal funds from the National Institute on Drug Abuse, National Institutes of Health, 18
Department of Health and Human Services, under Contract No.HHSN271200522081C."
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_g * g_ Upcoming Webinar

This concludes our presentation today.
Thank you for joining.

= Ethical Principles in Clinical Research
111/19/09

Send Registration Requests to
ctntraining@emmes.com

"This training has been funded in whole or in part with Federal funds from the National Institute on Drug Abuse, National Institutes of Health, 19
Department of Health and Human Services, under Contract No.HHSN271200522081C."
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CTN Dissemination Library

http://ctndisseminationlibrary.org
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https://livelink.nida.nih.gov

22



