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We will being promptly at 11:00 am



Welcome to the DMIG Session #4

Agenda:

Moderator: Stephanie Swords, MS, CCRP
Title: JHU Clinical Research Investigator Resources

e Research Ethics Consultation Service (RECS) —
(Alan Regenberg, MBE)

e Clinicaltrials.gov (ct-gov) — (Oswald Tetteh, MD,
MPH)

e Research Coordinator Support Services (RCSS) —
(Tony Keyes, MBA)
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To find previous DMIG
webinars and other
past ICTR recorded
events please visit:

https://ictr.johnshopkins.edu/all-events/presentations/
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Join the DMIG Microsoft Teams

 Join the ICTR Data Managers Interest
Group Microsoft Teams group:

To join DMIG MSTeams Click Here

Or go to MS Team and type for ICTR
Data Managers Interest Group in the
search bar at the top of the page.
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https://teams.microsoft.com/l/team/19%3apyZObj0GCOpf-T6f4bkAqmtcO74XBe_3iyY2NIQQuBQ1%40thread.tacv2/conversations?groupId=2bae8a3e-d80a-402f-9b03-93b265b31a07&tenantId=9fa4f438-b1e6-473b-803f-86f8aedf0dec

JOHNS HOPKINS

BERMAN INSTITUTE
of BIOETHICS




e Free Service, launched in 2005
e |nitially - School of Public Health

e Expanded in 2008
* Holly Taylor and Nancy Kass
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awareness of, and to assist investigators in resolving ethical
issues throughout the entire research process.

Consults may be requested for ethical issues arising during study development, conduct,
analysis and publication.

Note: The service is not designed to “pre-review” submissions to the IRB nor to review or draft consent
documents.
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The Estahlishment of Research Ethics Consultation Services [RECS): An Emerging
Rescarch Resource

. Jeanifer B KeCopnik, Fhob. WORPET Blard B Sharg, Pho.D, 2 Sokagle L, STsnben, MA., ¥ Carson L Raider,
| ri.D, ol &, Tavler MEA., PO, Pand Beolamin S, Willood, M0, 57

2010 n=35 2021 n=43
Demographic n/total (%) n/total (%) p-value
RECS establishment
<1 year 6/21 (28.6%) 3/43 (7.0%) 0.027
1-2 years 5/21 (23.8%) 2 /43 (4.7%) 0.032
3-5 years 8/21 (38.1%) 2 £9% 0.020
64 years 2/21 (9.5%)} < 0.001
Not stire 0/21 (0.0%) 6,43 (13.000) 0.167
Number of core consultants
1-2 10/33 (30.3%) 20/43 (47.6%) 0.129
3-5 19/33 (57.6%) 4305 205 0.006
6-8 4/33 (12.1%) 0.742
Still being determined 0/15 (0.0%} 3/43 (7. 1%} 0.249
Not sure 0/15 (0.0%) 1/43 (2.4%) 1.0
Number of consults in past year
None 0/15 (0.0%) 4/43 (9.3%) 0.346
1-4 8/15 (53.3%) 14/43 (32.6%) 0.220
5-10 1/15 (6.7%) 0.268
11-15 3/15 (20.0%) ( 5/43 (11.6%) ) 0.675
1625 2115 (13:3%) i conl 10§ JOHNS HOPKINS

26 or more 1/15 (6.7%) 3/43 (7.0%) 1.0 INSTITUTE for CLINICAL &
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Not sure 0/15 (0.0%) 3/43 (7.0%) 0.564




Research/Clinical Practice Relationships

Whether Actitity is Research or Quality Assurance
Disclosure of Incidental Findings/Research Results
Benefit/Risk Assessment

Other

Research Integrity

Informed Consent

Study Design
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ICTR Service Request Portal

Walcoma to the ICTR Service Reguest Portal!

‘What is youwr role in this study?

Principal Inyestigatar
Study CoordinatoriCriber
Prajedt Information

Fraject Title

Do you have IRE approval? T

M Perding Exempt

srage of research

DiEzign {no clata et Grant Preparatian Dirta Cedlectian Araalysis {dats callacted)
Peeei e
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Describe the aims of the project [1-2 sentences):

This praject s suppoarisd by Funded Grank
" L provds Esternial Contract

‘Working on Gramt submission
Submirted grant

Mot Currently Supported

Jiher

‘What type|s) of support are you interested in: Squcky Developrnent
RE Submiszion
Siuihy’ Activatian
Stucly Management
Sty Crersight
Sruchy Analysis

Sudy Pubiication
Closing a Study

Qiner
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Clinical Research Data/informatics

Care for Chnical Reseanch Diata Acg e siion (CCDw) Consulting Sandce - Degails
Clinical Res=arch Manag=ment Sy

=m | CRMS - Details

Cpenspecimen - Bichank management application - Details
Frogram to Arcslerate Clinical Res=arch in Epic (PACE| - Details

Research Data Collection - REDCap - 5

Resezarch Duta Collection - Qualtrics - Details

SAFE Virtual Deskiog - Detalls

Study Plannimg/Study Conduct

CRU Odine

Reszarch Coordinator Support Serdice (RCES) - Details
Trial Wnncaation Metwark (TIN) Regques? - Details
Trial Adwvisor Program (T&P| - Details

Thee Studio: & Master Class - Dagsils

Drug and Device Development

Dvug and Device Resource Sendos (BDRS] - Details

Drug Discovery Development Core Lab Request - Details

ESgulatory SURGar

Clinical Trials.Gow Frogram Consuit - Deajls

Research EThics Consulting Sendce |

ICTE Communications

ICTR 0 i

Siilanin
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Review Literature Discussion
available info review with requestor

Deliver final Gather
report additional info
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Research Ethics Consult Service Evaluation 2

Flease help us improse the quality of the Research Ethics Consult Service b"ﬂﬁkll'lg a couple of minutes 1o TT
complete the following brief evaluation fonm.

=

=]

1) Was the issue you brought to the Research Ethics Consult Service resclved 10 your
satisfaction?

Yes
Mo

Unsure

Comment

Lang ansvwar text

7]
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Case:
Sham Surgery
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Parkinson's disease alflicts an estimaled 1.5 million people in

the United States. Symptoms are caused by the death of nerve 3 4 %77 ‘. : represents the
cells that produce the neurotransmilter dopamine. There is no ~ fh':f'c?;“""gg‘lm
cure, but results with experimental brain-cell transplants are - ; molor funclions

generating some oplimism. ' A of the body

How neural transplants work:

* Frash dopamine-producing nerve calls aré oblained from aborted
fetuses. In hopes of avoiding the ethical comroversies and limited
availability of fetal tissue, scientists are experimenting with
bioengineered stem cells that turn into narve cells.

The brain sends and recelves inpuls to the
sensory nerves through the spinal cord

+ »

* About 60,000 cells are implanted in the putamen, the
part of the brain to which cealls in
the substantia nigra project.

+ Latest studies show that transplanted cells can Dopamine / e

function normally for as long as 10 years, although cells \ nigrs

transplants often fail in older patients. A clear benefit in implanted Globus

terms of motor function has yet to be proven. pallidus
Parkinson’s Facts:
Total Cases in U.S.: 1.5 million. Current treatments: Drugs can be used to
New diagnoses: 60,000 per year, rising as replenish the brain's supply of dopamine and
population ages improve its uplake, but the benefits tend to wear
Symptoms: Worsening tremor and loss of control off with long-term use.
over movement.

Source. Parkinson's institute, Nabional Instifides of Heallh, cross-section brain draw
Neurosciance: Exploring the Brain by Mark Bear and Chronicle research

The New England Journal of Medicine

TRANSPLANTATION OF EMBRYONIC DOPAMINE NEURONS FOR SEVERE
FPARFINZON'S DISEASE

Curt R. Freen, M.D., Paul E. Greene, MLD., Rosert E. Breeze, MDD, WerYanun Tsa, PHD.,
WiLtam DuboucseL, PH.D., FacHAaRD Kao, Sancra Dacow, BN, HowarD WINFIELD, R.N., SHaroN CULVER, NLP.,
Jomn Q. Trosanowsks, M.D., PR.D., Dene Eicewserc, M.D., anD STaMLEY Fann, M.D.
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 Gene therapy administered into the brain for Huntington’s disease
 Administration would take place via a surgical procedure under
general anesthesia
* Procedure expected to take 8 hours
e 26 participants
e 16 active group (8 low dose, 8 high dose)
e 10 sham group
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Sham Procedu

 General anesth
e Burr holes in the skull without penetrating the dura mater




positive results that could not be replicated in sham controlled
studies.
 PD experience with sham control
e AANSCNS (2009) support the use of sham surgery controls
e When necessary to determine accurate results
e As safe as possible, and properly designed
e Patients must be fully informed about the nature of the
study/need for placebo control, risks of placebo procedure,
alternatives
e Risks to future subjects could be minimized
* Safety profile of sham procedure in the context of HD as gfatals Horxs
disease




e Risks/burdens are minimized
e Robust consent process
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RECS

Thank you!

bioethics.jhu.edu
@bermaninstitute

JOHNS HOPKINS

BERMAN INSTITUTE

of BIOETHICS



RECS

Research Ethics
Consult Service

JOHNS HOPKINS

|. BERMAN INSTITUTE
of BIOETHICS




History

* Free Service, launched in 2005
e |nitially - School of Public Health

e Expanded in 2008
* Holly Taylor and Nancy Kass




The Research Ethics Consultation Service helps to raise
awareness of, and to assist investigators in resolving ethical
issues throughout the entire research process.

Consults may be requested for ethical issues arising during study development, conduct,
analysis and publication.

Note: The service is not designed to “pre-review” submissions to the IRB nor to review or draft consent
documents.




* Informed Consent Process

e Enrolilment of Vulnerable Participants
* Risk/Benefit Assessment

e Study Design




RECS Team




RECS Training
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The Estahlishment of Research Ethics Consultation Services [RECS): An Emerging
Rescarch Resource

dearifer B MoTermick, PR WORPE T Blchard B, Sharg, Phub @ aokiele L Tanban, WAL, * Caso) B Failer
r.D.,  Holle &, Tavler, MEAL, PO, Pand Beolamin S, Willood, M0, 57

2010 n=35 2021 n=43
Demographic n/total (%) n/total (%) p-value
RECS establishment
<1 year 6/21 (28.6%) 3/43 (7.0%) 0.027
1-2 years 5/21 (23.8%) 2 /43 (4.7%) 0.032
3-5 years 8/21 (38.1%) 0.020
64 years 2/21 (9.5%)} < 0.001
Not sure 0/21 (0.0%) 0.167
Number of core consultants
1-2 10/33 (30.3%) 20/43 (47.6%) 0.129
3-5 19/33 (57.6%) M 0.006
6-8 4/33 (12.1%) 7/43 (16.7%) 0.742
Still being determined 0/15 (0.0%} 0.249
Not sure 0/15 (0.0%) 1/43 (2.4%) 1.0
Number of consults in past year
None 0/15 (0.0%) 4/43 (9.3%) 0.346
1-4 8/15 (53.3%) 14/43 (32.6%) 0.220
5-10 1/15 (6.7%) 0.268
11-15 3/15 (20.0%) ( 5/43 (11.6%) ) 0.675
16-25 2/15 (13.3%) T 1.0
26 or more 1/15 (6.7%) 3/43 (7.0%) 1.0
Not sure 0/15 (0.0%) 3/43 (7.0%) 0.564




Most common ethical concerns:

Research/Clinical Practice Relationships I

Whether Actitity is Research or Quality Assurance
Disclosure of Incidental Findings/Research Results
Benefit/Risk Assessment

Other

Research Integrity

Informed Consent

Study Design
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ICTR Service Request Portal

Walcoma to the ICTR Service Reguest Portal!

‘What is youwr role in this study?

Principal Inyestigatar
Study CoordinatoriCribes
Prisject nformatian

Froject Tithe

De you have IRE approval?

M Perling Exempt

srage of research

Design {no data yek] Grant Preparation Dusta Codlectian
Rerviwy

IRB Number

Aralysis {dats collected)
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Describe the aims of the project [1-2 sentences):

This praject is supported by: Funded Grant
o . Esternial Contract
‘Working on Gramt submission

Subimirted grant

Mot Currently Supported

Other

‘What type|s) of support are you imterested inc Squcy Development
B Subimizzicn
Sk Activatian
Stucky Management
Sk Casersignt

Stucky Analysis

Sucky Pubication
Closirg a Stud,
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CpenSpecimen - Biebank management application - Degails
Frogram to Arcslerate Clinical Res=arch in Epic (PACE| - Details
Research Diata Codlection - REDC JeTaiks
Resezarch Duta Collection - Qualtrics - Details

SAFE Virtual Deskiog - Detalls

Study Plannimg/Study Conduct

CRLU Ondine

Reszarch Coordinator Support Serdice (RCES) - Details
Trial I it om M k {TIM) Recpuest - Degaiks

Trial Adwvisor Program {TAP| - Details

Thee Studio: & Master Class - Dagsils

Drug and Device Development

Dvug and Device Reseunce Sendos (DDRS] - Details

Drug Discovery Development Core Lab Request - Details

ESgulatory SURGar
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Consultation Process:

Review Literature Discussion
available info =IE with requestor

Deliver final Gather
report additional info
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Research Ethics Consult Service Evaluation

£

Flease help us improsve the quality of the Research Ethics Consult Service by Iak.u'lg a couple of minutes 10 TT
complete the following brief evaluation fonm o
]
—
1) Was the issue you b'lulgl'l‘. to the Research Ethics Consult Service resolved 10 o =
eatisfaction?
¥Yes
M
LS iane
Cormment




Case:
Sham Surgery

The protocol proposes a procedure for the control
group (sham surgery) that seems to be outside of
the current standard of research practice for
sham procedures. The IRB seeks advice and
guidance on the ethical consideration of the sham
procedure proposed in the study protocol



Parkinson's disease afflicts an estimated 1.5 million peopie in Cross-section
the United States. Symptoms are caused by the death of nerve reprasents the
cells that produce the neurotransmitter dopamine. There is no fh':f'c?;“""gg‘m

cure, but results with experimental brain-cell transplants are
generating some oplimism.

e Background

How neural transplants work:

* Frash dopamine-producing nerve calls aré oblained from aborted
fetuses. In hopes of avoiding the ethical comroversies and limited
availability of fetal tissue, scientists are experimenting with
bioengineered stem cells that turn into narve cells.

The brain sends and recelves inpuls to the
sensory nerves through the spinal cord

Intracerebral fetal tissue
grafts to treat Parkinson's
Disease

+ »

* About 60,000 cells are implanted in the putamen, the
part of the brain to which cealls in
the substantia nigra project.

« Latest studies show that transplanted cells can Dopaming e,

function normally for as long as 10 years, although cells \ nigrs

transplants often fail in older patients. A clear benefit in implanted Globus

terms of motor function has yet to be proven. pallidus
Parkinson's Facts:
Total Cases in U.S.: 1.5 million. Current treatments: Drugs can be used to
New diagnoses: 60,000 per year, rising as replenish the brain's supply of dopamine and
population ages improve its uptake, but the benefits tend to wear
Symptoms: Worsening tremor and loss of control off with long-term use.
over movement.

Source. Parkinson's institute, Nabional Instifides of Heallh, cross-section brain draw
Neurosciance: Exploring the Brain by Mark Bear and Chronicle research

The New England Journal of Medicine

TRANSPLANTATION OF EMBRYONIC DOPAMINE NEURONS FOR SEVERE
FPARFINZON'S DISEASE

Curt R. Freen, M.D., Paul E. Greene, MLD., Rosert E. Breeze, MDD, WerYanun Tsa, PHD.,
WiLtam DuboucseL, PH.D., FacHAaRD Kao, Sancra Dacow, BN, HowarD WINFIELD, R.N., SHaroN CULVER, NLP.,
Jomn Q. Trosanowsks, M.D., PR.D., Dene Eicewserc, M.D., anD STaMLEY Fann, M.D.




Study Features:

e First-in-humans trial
e Gene therapy administered into the brain for Huntington’s disease
 Administration would take place via a surgical procedure under
general anesthesia
 Procedure expected to take 8 hours
e 26 participants
e 16 active group (8 low dose, 8 high dose)
e 10 sham group




Sham Procedure:

e General anesthesia with intubation for 8 hours
e Burr holes in the skull without penetrating the dura mater




Investigator Rationale:

e Known placebo response in HD trials / early trials have shown
positive results that could not be replicated in sham controlled
studies.

 PD experience with sham control

e AANSCNS (2009) support the use of sham surgery controls

e When necessary to determine accurate results

e As safe as possible, and properly designed

e Patients must be fully informed about the nature of the
study/need for placebo control, risks of placebo procedure,
alternatives

e Risks to future subjects could be minimized

e Safety profile of sham procedure in the context of HD as a fatal
disease




Necessary Conditions:

e Sham is needed to ensure internal validity of the study
e Risks/burdens are minimized
 Robust consent process




RECS

Research Ethics
Consult Service

Thank you!

bioethics.jhu.edu
@bermaninstitute

JOHNS HOPKINS

BERMAN INSTITUTE
of BIOETHICS




Clinic
Clinic
overvi

Presented by: Oswald Tetteh, Clinical Research Compliance Specialist



-.-'II_._._____-_____
L | nmmgmmumn AT lome (i

CO ST

L L R —

» L

D) U S National Library of Medicine

ClinicalTrials.gov

Find Studies ¥ About Btucies »  Subent Studes v Resources »

ClinicalTrials.gov is a database of privately and publicly funded clinical studies

conducted around the world.

Explore 271,543 rescarch Mcs in
all 50 states and in 204 countries.

Cincallrals govisa resource pravwdec by the

1% Nateos | inraey of Aadtand
4t A BTy oY rel mcan £ hae
§ Fedetdd Chavernirent

IMPORTANT

4 by 1
pesn evaluated by the U

% R —— T 4 oo ]
Read cur asclar

ek 1 yor beesdth
Delure pgttiopeung r 3 wady. kah 1o vad ] =
cane provier and baam abour e 07 A

oo 3l eneliz

Public Site
https://clinicaltrials.gov

anj.li(‘.'i

pstin] = s Aty

paticnts and
fiEy Lid

gaanth tar Ll

Find o study osses ses

Recruitment statuz 0
0 Recrutng end nol yed recutng sludws
@ Al studes

Condition o diseate O v svagie

Other terms @ 1o s1mp

About 5

U e g

O

Inunms,‘-".
(A gt dncaty ag g

linicalTrials.gov PRS

S'rotocol Registration anwd Results System

udran!rld\'j\bh_'-l: » v ——

“—

Login

el

ot thee Gl Trak. i Proloend Riegedsisbon and Resalis Systom (PRS)

Organzaton

Lsemame. aall

Passwotd  sesesnee

o Sutunl Shakcs 2o 1 L S oo rrashican i Py Ty appr'y'
o | n [ o ! k

o emal 10 CINCETTNSN Aoy PRS Adminisianor

< Aguons LbwY I | b=

| oot password

fooe s ol o bo roeges

T L

P

Cornmeansidd cogmismbte panss mamepmcl by PRE fwarst v srviai arbnn) mazsomd woot comelund)

Protocol Registration & Results
System (PRS)

https://register.clinicaltrials.gov

> 145,000 unique visitors/day
> 215 million page views/month



< 151 s = -_ o e ————— —
el VO N 0 BT 8 | €T 1o oo E R . —— —
— Q& h ~ e T . e

- GraRdi e

BB U's National Libeary of Medicine

(-"'." i(’(l’ Tri(lIS.gUI' £ Wincues > AboutStudies v SubmitShades v Resources About Siny

€ hrwa & Trigdt aurs

ClinicalTrials.gov is a place to
learm about clinical studies from
conducted around the world. around the world.

ClinicalTrials.gov is a database of privately and publicly funded clinical studies

-

Find o study osses ses
Explore 271,543 rescarch studics in
all 50 states and in 204 countries. Recruitment status O

_—— T

| want 1o search for clinical studies Beta Site
——— https://beta.clinicaltrials.gov/

— s g e 2 S
y e d wid racrutng shudes i - g —
Cireallnals govis 3 resource prawdec by the O Recutng end ot yel @

1S Natana | isany of Mang @ Al studes T

IMPORTANT | ) 3 Shsty Gofs nok moan £ Condition or Giseats O s sxawgie treor| I m

t alated by the U S Federd Gavernment

eel e ] | -

Ko cur gclan Ior atats . PR
g i 3 sady, ik 1o your besdth Other terms @ (1o sampe FE0 T ) = |

Defure parbopeult = L pa—— :

ser and kAT nh'-f-"‘lz'_‘.l'-—l T [ g— - - |

et izal el

Country O X

Public Site m Jos——

https://clinicaltrials.gov g | gy Lo | SEE S

Managers
Study Rccord # sEbmAn)
o anes and AREL
. , apout PRI
Rescarchers e il ' ra:'“ s ahes sy P
. ettty WP et neecs. €
ilics qearch iFé e ard dertly I
- and Famil oy B Sen colaboratcrs
Paticnts i MY #rc ¢l

o) = s R Y 1 your heid

e National Library of Medicine
o (NLM) is looking for feedback




| ClinicalTrials.gov PRS

Protocol Registration and Results System

B AN ol o e T YWY gt et

m National Library of Medicine

Fhetz e’ Cerves o oS it oy v

New Record
Admin Quick Reference

Lookup Users
Problem Resoluton Guide

) (O

v records per pace

Classic PRS Site

https://register.clinicaltrials.gov

Records + Accounts » Help »

PRS Giinicariais gov

Try out tha nev: PRS beta home page, oart of tha ongoing ClinicafTrials. oV

New PRS Beta Home Page

Record List

T L
i = cwAn!e

Record Last Updal
Buie! Tie Sars

Pl mrr:ernallCei Released 'Ja‘?!-lﬂ?l L]
de nd Plab
ar

Atezolzamab Pius E10p0S!

Bladder Cancer otk 1a2aN2 104

£ Traning N
<tan00 Exercee
Aorobic and Ress

&0
o astaic Renal Call GO

National Library of Medicine
(NLM) is looking for feedback

RS e o g

Welcome to Your New PRS Beta Home Page

tratabaailbeasa ek rs PLV Ie st sl & Al bnaheda thba e

fum e paiead, e W v sgna L S A L TRRA Al

B 13 Chvee Homme Py

Cortact Chona M gon

PRS Beta Site
https://register.clinicaltrials.gov/v2/



1997

ey recLining tricl
registrafion, and

FDAMA posses first

creafion of a public
infarmalion resources

2000

NIH releqszes
ClinlcalTricls.gov
websita

FOAMA: Food and Dnug administration Modermization act

MIH: Maticnal Institutes of Health

ICRAUE; Internatioral Committes of Medical Journal Editors

WHO: Waorld Health Orgarization

ICMIE requires
registration as a
condilion of
publicalion

2006
WHO
establishes frial
registralion

policy

2007

Congress
passes FDAAA;
expands trial
types: results:
penalties




2008

MIH releases
resulls
database

2015
NCI policy
ensures public
availability of
results fram MO
supported frials

FOAAA; Food and Drug Acministration &mendments Act

MIH: Matianal Inslitules of Haalth

HH5: Haalth and Human Sarvices

MCIE: Matiaral Caneer Institute

HHS issves Final
Rule-clarifies
which frials musl
be submitted;
when; and
provides structure
for ACT
determination.
Hfective dafe

1/18/17

2016
NIH issues
COMPanion
policy — frials
funded inwhole
cr part required
to register and
sUbmit results.
Lffective

1/18/2017

2018

Revised
Commeon Rule -
fricls rmust post

consent form.

Eftective
implementation

1 /21019




v' Commitment to research participants (including recruitment)
v’ Scientific validity/transparency

v’ Ethical standards

v’ Responsible stewardship of federal funds

v’ Help IRB assess value of new studies

v Required for journal publication (ICMJE)

v Required by law (FDAAA) and regulations (42 CFR Part 11)
v’ Required for all NIH-supported clinical trials (including NCI)
v Required for CMS

v Required by WHO

v Required by Foundations, such as Wellcome Trust






According to the revised Common Rule, effective January 21,
2019...

eImportant considerations regarding the uploading of the informed consent
form (ICF):

eApplies only to clinical trials conducted or supported by a Federal
department or agency* using the Common Rule

*The consent form must have been used in enrolling participants

*Should be uploaded when recruitment ends but no later than 60 days after
the last study visit by any subject, as required by the protocol

*Must be uploaded to either ClinicalTrials.gov or a docket folder on
Regulations.gov

§46.116
Agencies*


https://www.ecfr.gov/cgi-bin/text-idx?SID=83cd09e1c0f5c6937cd9d7513160fc3f&pitd=20180719&node=sp45.1.46.a&rgn=div6#se45.1.46_1103
https://www.hhs.gov/ohrp/regulations-and-policy/regulations/common-rule/index.html

Health and Human Services

(HHS)

Registration

Within 21 days of
enrollment

Results Reporting Penalties

Within 365 days of primary completion date * $13,237/study/day
for ACTs e Criminal proceedings
* Loss of grant funding

National Institutes
of Health
(NIH)

Within 21 days of
enrollment

Within 365 days of primary completion date Loss of grant funding (to
for clinical trials receiving NIH funding include the institution)

National Cancer Institute
(NCI)

Within 21 days of
enrollment

Within 365 days of primary completion date of Loss of grant funding
NCl-supported clinical trials (in a peer-
reviewed journal and/or ClinicalTrials.gov)

Veterans Health
Administration
(VHA)

Prior to release of
funding. Prior to
enrollment

Within 365 days of primary completion date Loss of grant funding



https://www.federalregister.gov/documents/2016/09/21/2016-22129/clinical-trials-registration-and-results-information-submission
https://www.federalregister.gov/documents/2016/09/21/2016-22379/nih-policy-on-the-dissemination-of-nih-funded-clinical-trial-information
https://www.federalregister.gov/documents/2016/09/21/2016-22379/nih-policy-on-the-dissemination-of-nih-funded-clinical-trial-information
https://grants.nih.gov/grants/guide/notice-files/NOT-CA-15-011.html
https://www.research.va.gov/resources/ORD_Admin/clinical_trials/

Registration

Results Reporting

Penalties

Centers for Medicare &
Medicaid Services
(CMS)

All qualifying clinical trials

Study-specific

* Coverage denial
e Costs and fraud
investigations

Patient-Centered Outcomes

Research Institute
(PCORI)

All Clinical studies
(including observational)

Expected of all PCORI
Clinical studies — 500 word abstract
published on PCORI website

* Loss of grant funding

International Committee of
Medical Journal Editors
(ICMJE)

Prior to enrollment

Ineligibility to publish

Department of Defense
(DoD)

Prior to enrollment.
Prior to release of
funding.

Study-specific

e Withholding or recovery
of award funds



https://www.cms.gov/Regulations-and-Guidance/Guidance/Transmittals/2014-Transmittals-Items/SE1344.html
https://www.pcori.org/news-release/pcori-board-adopts-process-peer-review-and-public-release-research-findings
https://cdmrp.army.mil/pubs/pdf/humanResource.pdf




Responsible Party/Submitter
Ocugen
Petrikovets, Andrey M.D.
Accuitis Inc.

Acceleron Pharma, Inc.

NCT Number

NCT03785340

NCTO3052816

NCTO3064438

NCTO01727336

Notice of Noncompliance
4/15/2022
8/31/2021
1/26/2021

4/27/2021

Response Letter
(if any)

08/01/2022
12/20/2021
05/26/2022

12/13/2021

Civil Money Penalty Amount
(if any)

https://www.fda.gov/science-research/fdas-role-clinicaltrialsgov-information/clinicaltrialsgov-notices-noncompliance-and-civil-money-penalty-

actions#:~:text=FDA%20has%20the%20authority%20to,0r%20misleading%20clinical%20trial%20information



https://www.fda.gov/science-research/fdas-role-clinicaltrialsgov-information/clinicaltrialsgov-notices-noncompliance-and-civil-money-penalty-actions#:%7E:text=FDA%20has%20the%20authority%20to,or%20misleading%20clinical%20trial%20information

Researchers from Yale, Columbia, and Universities Allied for Essential
Medicines (UAEM) submitted a Freedom of Information Request
*58 Preliminary Notice of Noncompliance Letters sent
57 for Results, 1 for Registration
*32 to drug makers
0 to Federal Agencies
*90% reported to ClinicalTrials.gov (median = 3 weeks)
*UAEM released the full text of all 58 letters

Strengthening the FDA’s Enforcement of ClinicalTrials.gov Reporting Requirements


https://jamanetwork.com/journals/jama/fullarticle/2786399
https://www.uaem.org/freedom_of_information_act

Congress demands that FDA

and NIH sanction sponsors FDA is petitioned to boost

that fail to report clinical trial| lenforcement of trial sponsors

results that fail to register studies or
report results

NIH waste far over $100
million in medical research

funding every year — new study



https://www.transparimed.org/single-post/fdaaa-pallone
https://www.statnews.com/pharmalot/2023/02/27/fda-petition-clinical-trials-transparency-nih/
https://www.transparimed.org/single-post/nih-research-waste

FDAAA &= © -

TrialsTracker
Who's sharing their clinical trial results?

FDAAA 2007 is a law that requires certain clinical trials to report results. After a long wait, it effectively came into force for all trials due after January 2018. The FDA are
not publicly tracking compliance. So we are, here.

Trials reported Percent reported US Govt could have imposed fines

of at least

Fines claimed by US Govt

13174 out of 17257

of Owverdue oft | Owerdue (cancelled results) off  Ongoing off Reported off Reported (late)

76.3% $46,920,219,765

-

SO

Filter trials by status:

Showing 1 to 100 of 36,750 entries https://fdaaa.trialstracker.net/



https://fdaaa.trialstracker.net/




JHU ClinicalTrials.gov Program

This program is based in the School of Medicine, Institute for Clinical
and Translational Research (ICTR). Our staff will be able to assist you
and guide you as you work through your ClinicalTrials.gov record.

For SOM, SON, SKCCC, ACH, JHSPH

e Oswald Tetteh, MD, MPH — Clinical Research Compliance Specialist
e Kimberly Hill = Clinical Research Compliance Specialist

For Kennedy Krieger Institute
e Eun Sol Jung

To schedule training sessions or presentations to your department contact us at:
For more resources, please visit:


mailto:registerclinicaltrials@jhmi.edu
http://ictr.johnshopkins.edu/clinicaltrials-gov




Results Reporting

= Results reporting reminders (due 12 months after primary completion
date*) — Need to start 3-4 months early

= Assistance with results reporting

= Assistance with PRS reviewer comments (25 calendar days)
= Changes to PI/Study team (including when a Pl leaves)

= Direct services at S50 per hour (optional)

* Final data collection date for primary outcome measure.



PRS Reports
e Planning
e Main Site
e Publicsite

IRB Reports
e Changesin Pl
e Studies which have been terminated
e Studies which are identified as clinical trials, but have no NCT

number



Please visit our website for tutorials and more detailed information:
https://ictr.johnshopkins.edu/clinicaltrials-gov

See us on YouTube at “JohnsHopkinsCTgov”

Email us with any questions at
registerclinicaltrials@jhmi.edu



https://ictr.johnshopkins.edu/clinicaltrials-gov
https://www.youtube.com/channel/UCOHlCGfU2xvxHpvRkV3357Q/
mailto:registerclinicaltrials@jhmi.edu

ClinicalTrials.gov and The JHU
ClinicalTrials.gov Program: An overview

Presented by: Oswald Tetteh, Clinical Research Compliance Specialist
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Why is this necessary?

v
v
v
v
v
v
v
v
v
v
v

Commitment to research participants (including recruitment)
Scientific validity/transparency

Ethical standards

Responsible stewardship of federal funds

Help IRB assess value of new studies

Required for journal publication (ICMIJE)

Required by law (FDAAA) and regulations (42 CFR Part 11)
Required for all NIH-supported clinical trials (including NCI)
Required for CMS

Required by WHO

Required by Foundations, such as Wellcome Trust %ﬁ}'JOHNS HOPKINS

INSTITUTE far CLINICAL &
TEANGLATIONAL RESEARCH



What needs to be registered?

e Any research study meeting the definition of a clinical trial
— International Committee for Medical Journal Editors (ICMJE)
— Food and Drug Administration Amendments Act (FDAAA)
— National Institutes of Health (NIH)

e Any research study with funding from an agency that requires
registration

%l ;|| } JOHNS HOPKINS
IMSTITUTE for CLINICAL &
TEANGLATIONAL RESEARCH



Uploading the Consent Form

According to the revised Common Rule, effective January 21,
20109...

e Important considerations regarding the uploading of the informed
consent form (ICF):

e Applies only to clinical trials conducted or supported by a Federal
department or agency™ using the Common Rule

 The consent form must have been used in enrolling participants

e Should be uploaded when recruitment ends but no later than 60 days after
the last study visit by any subject, as required by the protocol

e Must be uploaded to either ClinicalTrials.gov or a docket folder on
Regulations.gov

%l ;|| j' JDI—INS HOPKINS
§46.116 General requirements for informed consent. llt?::l!,rn'ﬁf\-fL]tmiffr&cTJ

Agencies* https://www.hhs.gov/ohrp/regulations-and-policy/regulations/common-rule/index.html



https://www.ecfr.gov/cgi-bin/text-idx?SID=83cd09e1c0f5c6937cd9d7513160fc3f&pitd=20180719&node=sp45.1.46.a&rgn=div6#se45.1.46_1103
https://www.hhs.gov/ohrp/regulations-and-policy/regulations/common-rule/index.html

Summary of Requirements

Entity Registration Results Reporting Penalties

Health and Human Services Within 21 days of Within 365 days of primary completion date * $13,237/study/day
(HHS) enrollment for ACTs * Criminal proceedings
* Loss of grant funding

National Institutes Within 21 days of Within 365 days of primary completion date Loss of grant funding (to
of Health enrollment for clinical trials receiving NIH funding include the institution)
(NIH)

National Cancer Institute Within 21 days of Within 365 days of primary completion date of Loss of grant funding
(NCI) enrollment NCl-supported clinical trials (in a peer-
reviewed journal and/or ClinicalTrials.gov)

Veterans Health Prior to release of Within 365 days of primary completion date Loss of grant funding
Administration funding. Prior to
(VHA) enrollment

%l ;|| } JOHNS HOPKINS
INSTITUTE far CLINICAL &
TEANGLATIONAL RESEARCH


https://www.federalregister.gov/documents/2016/09/21/2016-22129/clinical-trials-registration-and-results-information-submission
https://www.federalregister.gov/documents/2016/09/21/2016-22379/nih-policy-on-the-dissemination-of-nih-funded-clinical-trial-information
https://www.federalregister.gov/documents/2016/09/21/2016-22379/nih-policy-on-the-dissemination-of-nih-funded-clinical-trial-information
https://grants.nih.gov/grants/guide/notice-files/NOT-CA-15-011.html
https://www.research.va.gov/resources/ORD_Admin/clinical_trials/

Summary of Requirements

Registration Results Reporting Penalties
Centers for Medicare & All qualifying clinical trials Study-specific * Coverage denial
Medicaid Services * Costs and fraud
(CMS) investigations
Patient-Centered Outcomes All Clinical studies Expected of all PCORI * Loss of grant funding
Research Institute (including observational)  Clinical studies — 500 word abstract
(PCORI) published on PCORI website
International Committee of Prior to enrollment Ineligibility to publish
Medical Journal Editors
(ICMIJE)
Department of Defense Prior to enrollment. Study-specific * Withholding or recovery
(DoD) Prior to release of of award funds
funding.
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https://www.cms.gov/Regulations-and-Guidance/Guidance/Transmittals/2014-Transmittals-Items/SE1344.html
https://www.pcori.org/news-release/pcori-board-adopts-process-peer-review-and-public-release-research-findings
https://cdmrp.army.mil/pubs/pdf/humanResource.pdf

Recent Enforcement
and Monitoring
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FDAAA 801 Violations

e Notice is sent to the Responsible Party

* Pre-Notice Letters are not identified as an FDAAA 801 Violation and
not identified in ClinicalTrials.gov

* Notice of Noncompliance Letters are identified as an FDAAA 801
Violation in ClinicalTrials.gov

Response Leiter Civil Money Penalty Amount
Responsible Party/Submitter NCT Number Notice of Noncompliance (if any) (if any)
Ocugen NCT03785340 4/15/2022 08/01/2022
Petrikovets, Andrey M.D. NCTO3052816 8/31/2021 12/20/2021
Accuitis Inc. NCTO3064438 1/26/2021 05/26/2022
Acceleron Pharma, Inc. NCT01727336 42772021 12/13/2021

%l ;|| J' ]DI—INS HOPKINS
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https://www.fda.gov/science-research/fdas-role-clinicaltrialsgov-information/clinicaltrialsgov-notices-noncompliance-and-civil-money-penalty-

actions#:~:text=FDA%20has%20the%20authority%20to,or%20misleading%20clinical%20trial%20information



https://www.fda.gov/science-research/fdas-role-clinicaltrialsgov-information/clinicaltrialsgov-notices-noncompliance-and-civil-money-penalty-actions#:%7E:text=FDA%20has%20the%20authority%20to,or%20misleading%20clinical%20trial%20information

FDAAA 801 Violations

Researchers from Yale, Columbia, and Universities Allied for Essential
Medicines (UAEM) submitted a Freedom of Information Request
*58 Preliminary Notice of Noncompliance Letters sent
57 for Results, 1 for Registration
*32 to drug makers
0 to Federal Agencies
*90% reported to ClinicalTrials.gov (median = 3 weeks)
*UAEM released the full text of all 58 letters

=
Strengthening the FDA’s Enforcement of ClinicalTrials.gov Reporting Requirements %;.:,r JDHNSHDPKINS
https://jamanetwork.com/journals/jama/fullarticle/2786399 FRANSLATIOAAL RESEARCH

https://www.uaem.org/freedom of information act



https://jamanetwork.com/journals/jama/fullarticle/2786399
https://www.uaem.org/freedom_of_information_act

2023 Articles

Congress demands that FDA

and NIH sanction sponsors FDA is petitioned to boost

that fail to report clinical trial| enforcement of trial sponsors

results that fail to register studies or
report results

NIH waste far over $100
million in medical research
funding every year — new study

https://www.transparimed.org/single-post/fdaaa-pallone
https://www.statnews.com/pharmalot/2023/02/27/fda-petition-clinical-trials-transparency-nih/
https://www.transparimed.org/single-post/nih-research-waste
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https://www.transparimed.org/single-post/fdaaa-pallone
https://www.statnews.com/pharmalot/2023/02/27/fda-petition-clinical-trials-transparency-nih/
https://www.transparimed.org/single-post/nih-research-waste

Watchtul Eyes — FDAAA TrialsTracker
FDAAA _— N

TrialsTracker
Who's sharing their clinical trial results?

FDAAA 2007 is a law that requires certain clinical trials to report results. After a long wait, it effectively came into force for all trials due after January 2018. The FDA are
not publicly tracking compliance. So we are, here.

Trials reported Percent reported US Govt could have imposed fines

of at least

Fines claimed by US Govt

$46,920,219,765

13174 out of 17257 76.3%

of Owerdue oft Overdue (cancelled resulls) off  Ongoing off Reported off Reported (late)

SO

-

Filter trials by status:

@l ;|| } JOHNS HOPKINS
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searcl

Showing 1 to 100 of 36,750 entries https://fdaaa.trialstracker.net/



https://fdaaa.trialstracker.net/

Our Program
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JHU ClinicalTrials.gov Program

JHU ClinicalTrials.gov Program

This program is based in the School of Medicine, Institute for Clinical
and Translational Research (ICTR). Our staff will be able to assist you
and guide you as you work through your ClinicalTrials.gov record.

For SOM, SON, SKCCC, ACH, JHSPH
e Oswald Tetteh, MD, MPH — Clinical Research Compliance Specialist
e Kimberly Hill — Clinical Research Compliance Specialist

For Kennedy Krieger Institute
e Eun Sol Jung

To schedule training sessions or presentations to your department contact us at: registerclinicaltrials@jhmi.edu

For more resources, please visit:
http://ictr.johnshopkins.edu/clinicaltrials-gov

W

JOHNS HOPKINS
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mailto:registerclinicaltrials@jhmi.edu
http://ictr.johnshopkins.edu/clinicaltrials-gov

JHU ClinicalTrials.gov Program

For the PI/Study team, assistance with...
—Registration
= Account creation and maintenance
" |nitial registration
= PRS reviewer comments (15 calendar days)

= Update reminders (required every 12 months regardless of
changes)

* Changes to PI/Study team (including when a Pl leaves)
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JHU ClinicalTrials.gov Program

Results Reporting

= Results reporting reminders (due 12 months after primary completion
date*) — Need to start 3-4 months early

= Assistance with results reporting

= Assistance with PRS reviewer comments (25 calendar days)
» Changes to PI/Study team (including when a Pl leaves)

= Direct services at S50 per hour (optional)

* Final data collection date for primary outcome measure.
S JOHNS HOPKINS
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JHU ClinicalTrials.gov Program

PRS Reports
e Planning
e Main Site

e Public site

IRB Reports
e ChangesinP
e Studies which have been terminated
e Studies which are identified as clinical trials, but have no NCT
number

%ﬁ}' JOHNS HOPKINS
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Questions?

Please visit our website for tutorials and more detailed information:
https://ictr.johnshopkins.edu/clinicaltrials-gov

See us on YouTube at “JohnsHopkinsCTgov”

Email us with any questions at
registerclinicaltrials@jhmi.edu

%ﬁ}' JOHNS HOPKINS
IN.‘i'l'l'l'l."l'l-'.ﬁ;rC‘.].INI{'.A.I. =2

TEANGLATIONAL RESEARCH


https://ictr.johnshopkins.edu/clinicaltrials-gov
https://www.youtube.com/channel/UCOHlCGfU2xvxHpvRkV3357Q/
mailto:registerclinicaltrials@jhmi.edu
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Research Coordinator Support Service (RCSS)

The ICTR Research Coordinator
Support Service (RCSS) is a pool of
research coordinators that are
available for hire on a part-time basis
by Johns Hopkins researchers.

@ JOHNS HOPKINS
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Overview of Program/Core

e SCAMP was established in 2012

—Provide coordinator training to trainees with no clinical research training

e RCSS was established in 2014
—Provide services to investigators who needed part-time research support

e SCAMP was been re-branded as the
Coordinator Apprentice Program (CAP) in November 2020

SCAMP: Study Coordinator Apprenticeship and Mentoring Program —
RCSS: Research Coordinator Support Service D JOHNS HOPKINS

INSTITUTE far CLINICAL &

CAP: Coordinator Apprentice Program TRANSLAUIONAL RESEARCH



Rapid Onboarding =2 Early Assignments

* Tracking tool for completion of required courses and the time/course
—Nearly 150 hours of onboarding

 Multiple short-term work assignments of escalating responsibilities
—Drugs, devices, behavioral
—Sponsored, federally-funded, investigator-initiated
—Study status (beginning, middle, end)
—Mlixture of disease states
—Divesse participant populations 1012 Months 13 + Months
%‘ﬁ}' JOHNS HOPKINS

INSTITUTE far CLINICAL &°

(e.g., at 4-6 months, the apprentice will aim for 25%, 10 billable hours per 40 hour work week) TRANSLATIORAL RESEARCH




What’s in it for them?

* Opportunity

e Shadowing experienced Coordinators
e 1:1 Mentoring

e Expansive access to training

e Scrubs and a personalized lab coat FREE

e SOCRA membership and test fee S(%)CR a

* Free parking
PARKING

%ﬁ}' JOHNS HOPKINS
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Current Staff

Director

Sr. Supervisor

Sr. Coordinators

RCSS Coordinators

Year 2 Apprentices

Year 1 Apprentices

Total

Number
of Staff

16

%l i|| ; JOHNS HOPKINS
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SCOPE of Work

* Connection request
—1:1 meeting
-AND/OR-
—REDCap survey

e Assign a Coordinator/
Coordinators

—Based on work
assignment

—Ongoing Senior level
support

What coordinator responsibilities do you need
support with? (Check all that apply)

00000000 00

Feasibility

Regulatory support (e.g., IRB
applications, binders)

Pre-Screening/Screening
CRMS/Epic

Scheduling/Consenting participants
Conducting study visits

REDCap

Data entry and mangement

Study close out

Other, please specify

%l ;|| } JOHNS HOPKINS
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SCOPE of Work

e Scheduling
—Prefer fixed times
—Can be flexible

e Location
—Multiple available

—Usually the study covers
parking with vouchers or
reimbursement

What is the weekly work schedule needed? (Check all that
apply)

Study location?

00000000

000000

Flexible

Mondays

Tuesdays

Wednesdays

Thursdays

Fridays

Weekends (typically not available)

Unsure

East Baltimore, Please specify location(s)
Bayview, Please specify location(s)
Greenspring, Please specify location(s)
Home visits
Remote (no study locations)
Other, please specify

@ JOHNS HOPKINS
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SCOPE of Work

e Regular meetings with PI
—Follow up
—Feedback
* [nvoicing
—Wed-based hours tracking Tool (Clockify)
—Detailed description of each day

e Survey at end of work assignment (coming soon!)

%ﬁ}' JOHNS HOPKINS
IN.‘i'l'l'l'l."l'l-'.ﬁ;rC‘.].INI{'.A.I. =2

TEANGLATIONAL RESEARCH



Onboarding Program

e Research Staff/Coordinators Onboarding program

—For Pls hiring research staff with minimal research experience.

—1:1 meeting with Pl/Department
= Trainee’s background
= Studies’ need
® Training Catalogue
—2 hrs. per week/6-8 weeks
= RCSS may continue with “Ongoing support” (Optional)

%l ;|| } JOHNS HOPKINS
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RCSS Training Catalogue sample

] Required Trainings: (The box includes the following minimal required courses to conduct research)

[] Johns Hopkins [ School of Medicine New Employee Orientation 2-3 hs.
SChﬂ.ﬂ! of . . [1 School of Medicine Annual Required Training .
Medicine Training L he
(for New hires) [J Opioid Awareness '
[ Preventing and Addressing Harassment and Sexual Misconduct. 1-2 bs.
[ Johns Hopkins (] Human Subject Research - Biomedical Research (HSR) - (CITI) 10hs. for bundle
Instituti 1
;:Vliem:‘:;jards 1 Researchers - (CITI) {Prev.=Health Privacy Issue) same t:mjj]f
(IRB) [] Conflict of Interest and Commitment (COT) same Bundie
Requirement ) 7 hrs.
[1 Responsible Conduct of Research (RCR)
1 hr.
[0 Clinical Research Billing Orientation (CRBO)
O NIH/Institution O Good Clinical Practice (GCP) and ICH - (CITI) 15-17 hrs.
Requirement
[] Fit testing ] JH - Safety Respiratory Protection Training (Pre-requisite) hr.
[ S |
RCSS 10/22/2022 (Version 2.1) 2|11 %il'j JDH:NS HDEKINS
INSTITUTE for CLINICAL &

TEANGLATIONAL RESEARCH



Impacts

e CAP has trained 51* coordinators since 2012

—81% (39/48) are still in research
—58% (28/48) are still at JHU

* Investigators have turned to RCSS
—To take on projects they would normally have to turn down
—To support research teams that have lost staff members
—To supplement their own staffing/knowledge gaps
—To grow research portfolios

%ﬁ}' JOHNS HOPKINS
IN.‘i'l'l'l'l."l'l-'._;i.hrC‘.].INI{ZA[. =2
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*Percentages reported based on 48 we are still in contact with, as 3 are lost to follow-up



Priorities

Growing research professionals
—Hire the right candidates

—Rapid onboarding % . =
—Early, study-specific assignments . i

—Ecosystem where Apprentices become mentors

o

Il. Supporting researchers at JHU ...and beyond
—Assist onboarding their staff
—Expand our coordinator onboarding pilot program
—Contribute to the national discussion with other CTSAs
—Other Universities considering similar programs
—Poster presented at ACTS 2023 in DC (04/18/23)
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Supporting Research at JHU

e Over 7,200 research support hours in the last 9 months (800/month)

1200
1100
1000
900
0O
700
500
500
400

FY23 Total Research Support Hours

JUL_22

AUG_22

SEP 22  OCT 22

— 25 ]

NOV 22  DEC_22

Linear (3eriesl)

JAN_23

FEB_23

MAR_24

S60/hr. -
Apprentices,
Coordinators

S65/hr. -
Regulatory
Specialists,

Sr. Coordinators
Onboarding
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How to Connect with us

e https://ictr.johnshopkins.edu/service/study-conduct/rcss/

RESEARCH COORDINATOR SUPPORT SERVICE (RCSS)

HOME » SERVICES AMD RESOURCES » STUDY COMDUCT » RESEARCH COORDIMATOR SUPPORT SERVICE (RCSS)

The ICTR Research Coordinator Support Service (RCSS)

is a pool of research coordinators that are available for

hire on a part-time basis by Johns Hopkins researchers. Contact

L 59

Tony Keyes
Program Administrator
akeyesl@jhmi.edu

About Us %ﬁ? JOHNS HOPKINS
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https://ictr.johnshopkins.edu/service/study-conduct/rcss/

Questions?

> https://ictr.johnshopkins.edu/service/study-conduct/rcss/
» akeyesl@jhmi.edu
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https://ictr.johnshopkins.edu/service/regulatory/ct-gov/
https://ictr.johnshopkins.edu/service/regulatory/ct-gov/
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Research Coordinator Support Service (RCSS)

The ICTR Research Coordinator
Support Service (RCSS) is a pool of
research coordinators that are
available for hire on a part-time basis
by Johns Hopkins researchers.
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Overview of Program/Core

e SCAMP was established in 2012

—Provide coordinator training to trainees with no clinical research training

e RCSS was established in 2014
—Provide services to investigators who needed part-time research support

e SCAMP was been re-branded as the
Coordinator Apprentice Program (CAP) in November 2020

SCAMP: Study Coordinator Apprenticeship and Mentoring Program —
RCSS: Research Coordinator Support Service D JOHNS HOPKINS

INSTITUTE far CLINICAL &
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Rapid Onboarding =2 Early Assignments

* Tracking tool for completion of required courses and the time/course
—Nearly 150 hours of onboarding

 Multiple short-term work assignments of escalating responsibilities
—Drugs, devices, behavioral
—Sponsored, federally-funded, investigator-initiated
—Study status (beginning, middle, end)
—Mlixture of disease states
—Divesse participant populations 1012 Months 13 + Months
%‘ﬁ}' JOHNS HOPKINS
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What’s in it for them?

* Opportunity

e Shadowing experienced Coordinators
e 1:1 Mentoring

e Expansive access to training

e Scrubs and a personalized lab coat FREE

e SOCRA membership and test fee S(%)CR a

* Free parking
PARKING
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Current Staff

Director

Sr. Supervisor

Sr. Coordinators

RCSS Coordinators

Year 2 Apprentices

Year 1 Apprentices

Total

Number
of Staff

16
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SCOPE of Work

* Connection request
—1:1 meeting
-AND/OR-
—REDCap survey

e Assign a Coordinator/
Coordinators

—Based on work
assignment

—Ongoing Senior level
support

What coordinator responsibilities do you need
support with? (Check all that apply)

00000000 00

Feasibility

Regulatory support (e.g., IRB
applications, binders)

Pre-Screening/Screening
CRMS/Epic

Scheduling/Consenting participants
Conducting study visits

REDCap

Data entry and mangement

Study close out

Other, please specify
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SCOPE of Work

e Scheduling
—Prefer fixed times
—Can be flexible

e Location
—Multiple available

—Usually the study covers
parking with vouchers or
reimbursement

What is the weekly work schedule needed? (Check all that
apply)

Study location?

00000000

000000

Flexible

Mondays

Tuesdays

Wednesdays

Thursdays

Fridays

Weekends (typically not available)

Unsure

East Baltimore, Please specify location(s)
Bayview, Please specify location(s)
Greenspring, Please specify location(s)
Home visits
Remote (no study locations)
Other, please specify
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SCOPE of Work

e Regular meetings with PI
—Follow up
—Feedback
* [nvoicing
—Wed-based hours tracking Tool (Clockify)
—Detailed description of each day

e Survey at end of work assignment (coming soon!)
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Onboarding Program

e Research Staff/Coordinators Onboarding program

—For Pls hiring research staff with minimal research experience.

—1:1 meeting with Pl/Department
= Trainee’s background
= Studies’ need
® Training Catalogue
—2 hrs. per week/6-8 weeks
= RCSS may continue with “Ongoing support” (Optional)
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RCSS Training Catalogue sample

] Required Trainings: (The box includes the following minimal required courses to conduct research)

[] Johns Hopkins [ School of Medicine New Employee Orientation 2-3 hs.
SChﬂ.ﬂ! of . . [1 School of Medicine Annual Required Training .
Medicine Training L he
(for New hires) [J Opioid Awareness '
[ Preventing and Addressing Harassment and Sexual Misconduct. 1-2 bs.
[ Johns Hopkins (] Human Subject Research - Biomedical Research (HSR) - (CITI) 10hs. for bundle
Instituti 1
;:Vliem:‘:;jards 1 Researchers - (CITI) {Prev.=Health Privacy Issue) same t:mjj]f
(IRB) [] Conflict of Interest and Commitment (COT) same Bundie
Requirement ) 7 hrs.
[1 Responsible Conduct of Research (RCR)
1 hr.
[0 Clinical Research Billing Orientation (CRBO)
O NIH/Institution O Good Clinical Practice (GCP) and ICH - (CITI) 15-17 hrs.
Requirement
[] Fit testing ] JH - Safety Respiratory Protection Training (Pre-requisite) hr.
[ S |
RCSS 10/22/2022 (Version 2.1) 2|11 %il'j JDH:NS HDEKINS
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Impacts

e CAP has trained 51* coordinators since 2012

—81% (39/48) are still in research
—58% (28/48) are still at JHU

* Investigators have turned to RCSS
—To take on projects they would normally have to turn down
—To support research teams that have lost staff members
—To supplement their own staffing/knowledge gaps
—To grow research portfolios

%ﬁ}' JOHNS HOPKINS
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Priorities

Growing research professionals
—Hire the right candidates

—Rapid onboarding % . =
—Early, study-specific assignments . i

—Ecosystem where Apprentices become mentors

o

Il. Supporting researchers at JHU ...and beyond
—Assist onboarding their staff
—Expand our coordinator onboarding pilot program
—Contribute to the national discussion with other CTSAs
—Other Universities considering similar programs
—Poster presented at ACTS 2023 in DC (04/18/23)
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Supporting Research at JHU

e Over 7,200 research support hours in the last 9 months (800/month)

1200
1100
1000
900
0O
700
500
500
400

FY23 Total Research Support Hours

JUL_22

AUG_22

SEP 22  OCT 22

— 25 ]

NOV 22  DEC_22

Linear (3eriesl)

JAN_23

FEB_23

MAR_24

S60/hr. -
Apprentices,
Coordinators

S65/hr. -
Regulatory
Specialists,

Sr. Coordinators
Onboarding
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How to Connect with us

e https://ictr.johnshopkins.edu/service/study-conduct/rcss/

RESEARCH COORDINATOR SUPPORT SERVICE (RCSS)

HOME » SERVICES AMD RESOURCES » STUDY COMDUCT » RESEARCH COORDIMATOR SUPPORT SERVICE (RCSS)

The ICTR Research Coordinator Support Service (RCSS)

is a pool of research coordinators that are available for

hire on a part-time basis by Johns Hopkins researchers. Contact

L 59

Tony Keyes
Program Administrator
akeyesl@jhmi.edu
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https://ictr.johnshopkins.edu/service/study-conduct/rcss/

Questions?

> https://ictr.johnshopkins.edu/service/study-conduct/rcss/
» akeyesl@jhmi.edu
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