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Background Solutions and Methods Outcomes
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protocol submissions for activation each year. Collaborated with . Rlersz;i;\eed rt?qcljJ Ireetn;er:(]j Sc‘:ontract requirements depariments over 18 fraining sessions
Providing the minimal critical information up front is _ d DUdg L qu _ .
a key component for successful trial activation. stakeholders to modify s Suppor_t |ns.t|tut|onal |n|t|at|v_es _qnd .trends in activation delays Uoda o 1 the MSR auidel |
. MSK’s Minimal Submission Requirements (MSR) the MSRs ® Inltlatlv.es. NCTN TTA, .Prlorltlza_tlon, efc 1 6 Ngvgne]gerpgogoo e guidelines since
were developed by leadership to ensure activation o Trends: Pharmacy details, Nursing s_uppo.rt, ete L
readiness and includes a comprehensive list of (2020-Present) * Leverage technology to prompt submitters in providing
items that, if missing, will delay trial activation - 3 d‘jf“me“tatt'orl‘N([':/'l%“ge |2) TN,
’ . . ) iqure o Appropriate plan edian adays from last submission to
* The Protocol Review Core (PRC) is a sub-unit (Fig ) o Funding deadlines 1 acceptance (2021-2023) across 1,417 total
within the Protocol Activation, Review & Human Timeline to activate MSK cohorts submissions
Research Protection Program (HRPP) Office, ©
;edsup;r;isc')'gliggggz\r’;d;gg tLheeI;fiiz?gglefnsggtiga for 47 0 / Prospective studies accepted as is in 2023 (17%
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(P1) and study teams to submit protocols that meet Launched bl-monthly MSR ggilllei]rljagsr‘ated with study team leadership to identify staff for LR more)than ?)nce
:\f/ItShK T\/II\S/ISR (Flgutre 1)t SRC < additional trainings for study teams » Highlighted common submission roadblocks and
‘ e S aré not met, requests additona communication best practices o : o
. . L MSK-sponsored studies accepted as is in 2023,
information and returns the submission to the (January 2022) - Created Tableau Dashboard to assess frequency of returned 38% compa?ed t0 21% in 2021 P
study team. submissions (Figure 4)
« Since November 2020, PRC has implemented
improvements to resources, workflows, and Expanded centralized
trainings in support of activation goals. tea?n who review MSR Lessons Learned
from 3 to 6 and * Redesigned internal checklist » A centralized team who specializes in the
standardized processes * Ensured MSR turn-around within 2 days review of new protocol submissions is critical
Goals P « Weekly MSR check-in team meetings IN managing ambiguous and complex
| | | (April 2022) submissions across numerous departments
« Streamline the MSR’s to improve transparency and _ o (Figure 1).
understanding Figure 2: Submission Prompts » Collaboration with stakeholders was key in
° Improve educatlon for C||n|Ca| researCh Staff D.4.4 What type of IND submission is planned for this protocol? (If unsure, please contact the IND Office at New IND v reflnlng the reqUIrementS
* Standardize process for completing MSR reviews S T S RS S S A | —— r:,d@mkm — — * Goal of improving submission completeness
e — womosemgpovaes [ Commms | [G0NR g o 2P0 i Do G r) IS 0 D A 7 1 o 3 T is ongoing. Magnitude of varying study
Figure 1: MSK Activation Initiation Workflow External Funding Pharmaceutical Company ltems A and B :.dita-[:,eCCntr%:atfrnemri;eﬁ;:sl_;;%r:gDnt_,_ i:;.Jchet Please visit the Regulatory Oversight & Product Development Portal page for the How To's and additional information on the IND process. teams presents a training Cha”enge_

Study Teams

Figure 3: MSK MSR Document Excerpt Figure 4: Tableau Dashboard Future Directions
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Imaging, Laboratary, o Lab Manual in current MSK template for protocels o Lab manual must be study-specific o Draft version of manuals allowed urtil [RE
1 |
Pharmacy/1P including research sample collection, processing, a  Draft version of manuals allowed until [RB o 1-page summary of lab manual allowed until IRE Return Erequenc . .
l 1 shipment and/or analysis. All sections must be o 1-page summary of lab manual allowed until IRB o  Pharmacy manual must comnply with M5K's SOP to use 9 Y ta rg eted tra I n I n g S .
| | “instructions, charter, guidalins, completed. o Pharmacy manual must cornply with MSK's SOP to use Equashield (EQ) Closed System Transfer Device (CSTD) 1000
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e el ity s J S 1000 Stﬁdy Team C :
A Budget v Required external editable budget template v Required external editable budget template v Required y O Obtaln feed baCk from Staff
P R C 1 o Extemal Funding: If not available, provide external o Extemnal Funding: ¥ Naztionzl coverage analysis (MCA) for phase Il and some 71% _ Study Team D 6 n
funder correspondence stating they agres to suppart * |fnot avalable, provide external funder phase Il studies only. Otherwise, not needed. " H
| the trizl and to uss MEK's templats correspondence stating they agree to support 100% [ StUdy Team E O CO n S I d e r M S R Offl Ce h O u rS
1 H o Intemal Funding: Budget template not needed the trial and to use M3K's template
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reVI eW an v If a Master Clinical Trial Agreement {mCTA) is in place, a v If a Master Clinical Trial Agreement {mCTA) is in place, a
aCtlva‘tI 0 n work order/scope of work is required rather than a CTA work order/scope of work is required rather than a CTA 100% [N Stlldy Team N
44% Study Team O 9 6 1
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