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After review and discussion with the ACTG PEC and | N
piloting new metrics for Rave studies. The new metr.i
wi ndow. Pl ease note that the ACTG and | MPAACT metri c:¢
Error Respdmdisvemeetssi ¢ will assess site responsivenes
automatically triggered on the eCRF in pink/red, i mm
from System queries (errors) will be answered within
Number of Errors Answered Within 3 Days
This metric is calcul at egﬂmf)ﬂvmmfaﬂggﬂmf ol l owing equation:
Based on reviewing data over a period of sever al mo n
days A separate error rate willdl no | onger be cal cul &
Query Respiolhsiisvemeetsssi ¢ will assess site responsivenes
gueries manually entered by DMC staff after review of
Coder queries will be answered within 2 weeks, 90% of
Number of Queries Responded to Within 2 Weeks
. . . T 1A b j . .
This metric is calcul ated Dlgﬂyumtwhﬂfequwfmol | owi ng equati on:
The Query Responsiveness metric is unchanged from t he
report .
Data ComplTehtiesnensest r i ¢ wi | | assess the current form s
expectation is that the percent of forms entered wil/l
NumberofeCRFs Enterad
. . . T 1 b CRFs E d+ . )
This metric is calcul amtﬂeuanwﬂff; T he Fworfmi owi ng equation:
Mont hly site evalwuation report generation dates wil/
eCRFs accordingly.
ACTG Data TilTmesimessic wild/ assess the amouiBst vafsitti md
expectation is that visit tracking and study event t
are designated as key forms since they control how tt
Number of KeyeCRFs Entered Within2l Days
. . . T. I b .l ) i
This metric is calcul at edamguthafﬁ%“?fsol |l owi ng equation:
| MPAACT Dat aiThime |l meatesisc wi | | assess the amoudt vdfsitt
The expectation is that visit tracking and study eve
forms are designated as key forms since they control
visit.
Number of KeyeCRFs Entarad Withinl4 Days
. . . T. 1 b . . )
This metric is calcul at edamgu?wtafﬁ%“?{sol | owi ng equati on:

Metric assessments wil be assigned for the various ¢

|
<85% 85-89% 90-98% 99-100%
<90% 90-94% 95-99% 100%
<90% 90-94% 95-98% 99-100%

Query Responsiveness <85% 85-89% 90-98% 99-100%

Please direct questions regarding the new Rave metrics toc
For ACTG: ACTG. ADLTSITEEVAL@f strf.org
For | MPAMRCATACT. SI TEDATAMGMTRPT. QUESTI ONS@f strf . org
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Shipment Score = 100 — [ 100 (—— oo Frobem Pendiny

4 (Total Number of 5r'1ﬂm,er'rsf':]]

St andar@gment score >=90 points
Tr oubl es hroeovtiienwg ytoiup: shi pment evaluation reports in re

Ti mely Ship
assesses si
mont hs of s c

evaluated i this metric include all speé&ipmensmeos| Aep
Shi pmendotom&Rt on the ACTG Member website. This metr
whet her | ocal and nati-US asi tsds piprish lgaubei @ c ¢t ryi [t ¢oinEminasnepd ty e
The Ti mely Shipping of Specimens to BRI metric is not

X100
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Number of Aliquots Shipped to AT

Percent Shipped =

Total Eligible Aliquots
Standa>=d95% speci mens shi
i n

pped to BRI within 6
Troubl eshooéevingwtyur ento I

mont hs
% ry in LDMS regularly and

NEW: PBMC ShippiinfhiGomeltiramcmceassesses site | aboratory
cryopreserved PBMCs to the ACTG specimen repository a

Compliance metri c insonctal cwil mdoewd. oShp eac irnpe nisi nsgt o6r ed | 0 C @
compliant. The PBMC Shipping Compliance metric i s new
Numbsr o f PEMCz Shipped or Stored in LN2
Percent PEMCs Shipped Within 5 Weeks = —Within 3 Wesks X 100
Total Numbsr of PEMCz Collectsd
Standa>=d95% PBMCs shipped or stored in LN2 within 5 we
Troubleshooéevingwty@ur inventory in LDMS regul arly and
NEW: Query ReisTthamssimeetrmeiscs wi |l assess site | aboratory
| aboratory queries sent by the DMC through the Query
| aboratory queries are sent, and they must | og into t
weeks. The Processing Laboratory QuemgpnRbswbndbwenas
metric that was not previously included on the Site D
Percent Responses Received within 2 weeks = Number of Queries Responded Within 2 Wegks X100

Total Number of Queriss Sent

St anda>=d90 % querles responded within 2 week
Troubl eshooéevingw y@ur new and pending quer.
resolve discrepanci es

(Continued on


https://www.hanc.info/labs/labresources/procedures/Pages/actgImpaactLabManual.aspx
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NEW LDMS ExpordfThiTes mméti messwill assess the frequency
DMC. Laboratories using LDMS for Wi ndows are expect
examined wil/l start on Sunday and end on Saturday. E
i nto LDMS. This requirement does not apply to || abor
metric is calcmbataddwondawyroadahdngs6a new metric tha
Management report.

Percent LDM5 Exports Occuring Weekly = n::: :ij;;{:;fi::s rii:iim = X 100

aBA@% of weeks have at | east one LDMS export
| e s haodadt itrhg st itppisk as a recurring appointment to
r export frequency

0
g the pilot phase of this new site | aboratory e
| abdi v@f strf . org

Addi ti onat Resources
Questions abot eyalualtabor atctpuwyt réhodoabdi vedf dit r écbed

LDMS User Manual and Refvwww.nlclkemsGuardees are availabl e
Questions about LDMS mshiheulpdflsd 7dioPedd tkerd3 1t 1o.
Questions about your gqueries should be entered into

Questions about your shi pmentbre waelpuoastbitoonr gricggpfobrrt s s ho

Ocobco bhelr LoDIMSy Thanitoreodsuet or

LUMS

A Windows LDMS Introductory Tra|n|ng Wor kshop 1is sc
on October 22 and 23, 2018. Al DMS users are wel c
that this course is targeted towards new users of t
i nterested in attending, registration will start on
Pl ease register usinghttegsf/olwwwiIndmg.eqgr ghtrradii minnd /i n
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yity Quuachce it yavéBAs sur anc e

Beginning of the Day

i1 n Rave ETDeCs, k vS uefwoa r <7 Task Summary: Site Subjects
each study. > # Requiring Signature 18
fldentify over due da [ jNonConformantData 108
data! open sticky n@(@openmeﬁes 72 (9
queries. 1111111
fIl'n Reporter Qumedyl ®g 222022
Re pofroor each s tQudeyr.y 3333333
St apasamet efOpedel e c 4444444
1Set priorities for 6666666 ng
data and resolving 77T
been outstanding | o 83ss8ss
simplest to resol ve [»[]stckNotes 63
> (&) Overdue Data 19 &

Resolving Queries

T In Rave EDC, select thel puelt i TaplknSOmdaIr y ol
Quer.i eTshe Task Summary for the participant
out standing query or queries.

T View the eCRF. Look for questions highligh
gueries.

i Evaluate the query and consult your source

1T FoRite fromu8ysteesm
1T I'f the data enitreadcerdr @at rRacvte tahree data fi e
Compl et e -dtohwen dmeonpu i ndi cating reason for
DO NOT enter a comment OR a data change
1T I'f the dataoentebedl ate the comment fie
DO NOT enter data changes here.

1 FoRite framrDMs:

T I'f the data enitreacerdr @art rRacvte talree dat a fi e
Compl et e -dtohwven dmeonpu i ndi cating reason for
the comment field explaining the change.
Trail. DO NOT enter data changes here.

T I'f the dataoentebenglate the comment fi el

DO NOT enter data changes here.
T Remember, you may receive additional quer.

What is the visit/contact date? | Reason for Change

7? This date must be after the previous visit Data Entry Error

date. Plegge verify
Upenadezms} 01 [Jan [¥] 2016 @

|
Comment Field w

(Continued on 1



Dali Cluy

Cor
1

Add

Key

Quuashck ity yaveAsosi@)) anc e

recting Nonconfor mant Dat a

When data are mar ked as nonconformant, th
that the database cannot accept and MUST
data will be highlighted in red or pink,
triangular icon with an exclamation point
guestion mar k.
Determine why the data are nonconfor mant .
f Too many characters were entered in a fr
Completion Guide to see how many char act
your response appropriately. Remember :
1 The data were entered in the wrong for me
for numerical data only). Correct the de
accurately without wusing characters that
your protocol data manager.
1 The field is a search Iist, and you typ
Select the appropri atdeownesnpeonnus.e fr om t he
Select the reason fadowohahgeifsr omtt p® sdri b
comment for nonconformant dat a.
A single data point may include both nonc
wi || be the nonconformant data i con The
the query

ressing Sticky Notes

In Rave EDC, select thel puelt i TaplhnS SthiDa ky
Not.esThe Task Summary for the participant
unacknowl edged sticky note.

Verify whether the eCRF indicated in the
Acknowl edge the sticky note by checking t

1. Did the participant start the study/step defined
treatment(s) at this visit or since the last visit?
[] The Study Treatment Log has been added at
the participant level. Please report the start of
treatment on the Study Treatment Log.

Opened To Site from System (25 Jul 2016) D
Acknowledge

ing Overdue Dat a

In Rave EDC, select the particiQ@uaenrtdueD Dart
The Task Summary for the participant then
Verify that the visit has occurred and th
keyed. If so, key the dat a.

If the visit was missed, indicate this on
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Quallty assurance is a sMomddlryesQhAnReporitty.
the Data Management Centepolthgick >t gaberopyrse o
the data are submitted inpa@apydmely, correct, c
way . Staff at sites and | aboratories maintain
data submission timeline "Pfd' PAHERCE uBmP @t Ed
against source data to ensure®Mhasi ttheJC mma tihn G nda
To help sites understand whereUnlhhaeapwesaed @Qoekies &K
i ssues the Monthly QA Reports ocomseRattd vet wvdisease.d V
This quick reference explains edesesekbeedakai pabRep
to help them meet their data quality assurance goal
$ Al ET NOAT AEAO
Basic I nformati Tips and TricksUsef ul Progr ams
aDel i nquency syst o Stick to ideal yvdaPsairtt isccihpeachul eReacsor d F
expected forms ni much as possibleparticipant Calendar
tool for early i/ .
passibie Hioblem 2 Check (o Watk M ial korecas e
D:\AgzglfSir;nisteé B o to sece it (NEGEE ?qorems el

visits are triggered

m
c

e

7rr325r1Report mi ssed visits on
1 appropriate CRF

p
a
cAccel er at e-da nfdo-

hour) expected
dat e

cExpectations do
Vi sit weeks

%001 OO0 1T O 7AOT ET CO

Basic I nformati Tips and TricksUsef ul Progr ams
aAut omatically ge/sPay attention toleddmmrersol|lared Error Lis
eData keying or | warnings generat edyadsyjhk key
processing data in eDat a

ol f data are incol|eNEVER use both Resol ve and

Correct to fix el Online Correct for the same error

ol f data are corr |sRevi ew emai |l ed Resol ve Report to
submit proposal see i f Resol ve proposal was

52 weeks to addre: accepted or rejected

Basic I nformati Tips and TricksUsef ul Progr ams

a Written by DMC soRespond to queri eesUnmmemvetrleyd Query Rerp
clarify data;, canscheck previ ousl| y oitagmed eda tRe pfoa rt
from statisticia jpnconsistencies Q& claitMen s Report

a Common queries i .

and resolutions, aSigns and Sympt oms F
| ongi tudinal que cParticipant Data Rep
n 2 weeks to addre oDat aVi ew

aTJoi n



E

mpleo ypelleht Spladh lohrgdm t Kai |

What i s your name and job title?

Kail eigh Johnson, ACTG Coordinat:.

Where are you from?

|l grew up in a town outside of Bi

What is your education?

I have a B.S. in Biochemistry fr it
a M.S. in Health Care Management S
How | ong have your wor ked at Fronr

Science?

| started at Frontier Science a S
Manager .

What does a typical day for you e
No two days are the same. My day typlcally starts o
staff questions, training new protocol data manager
typically numerous conference calls or meetings thro
What is your favorite part about working at Frontier
Wor ki ng with amazing, positive people makes the job
who are more than happy to answer any questions | ma
What was your -geé¢atedt awaeokipli shment of the past yeec
Devel oping and deploying the new Rave metrics for t
year has been nmyelgarteeadt easctc owoprlki s hment . During the pr
departments within Frontier Science and the Network
was a challenging process to replicate and wupdate t
been very rewarding to pilot these new metrics and r
How do you think things will change over the next fi
I am excited to see the outcomesi hgr AREseraspeci alls:
populations. Wi th these hopefully positive outcomes
mont hly injectable ARV regi mens.

What are your passions/interests outside of the work
My passions outside of work Ir egwallyeg a&rngwryd ben jngy ionug
much time hiking, kayaking, or backpacking with my
few years | have completed several sections of the
Trail, Appalachian Trail, and the Northern Forest Cs
What is the best part of your job?

My role allows me to apply my scientific research ba:
i mpact on gl obal public health and contributing to t
One thing that people would be surprised to know abo
I worked at a farm and garden store while in high s
cows and goats, to staving off tomato blight and the
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