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® General JHU consent form system

® telephone screening process for subject recruitment

® The Food and Drug Administration regulations
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® Clinical sample process, storage and management
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® Outpatient clinical observationship

® Protocol CIR29X follow-up visit

® Clinical study protocol elements and statisticaisiderations

® Flavi-Plus team meeting
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® Clinical trial QC meeting
® HIV research in correctional setting
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® Subject vaccination day
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® Regulatory issues of pharmaceutical products maai trials
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Grierjfﬁi?l* ,Ei’?»’?@F |W‘QFIJE§,{,5F:#&A

CIR

JHSPH

JHH

Prof. Anna
Durbin

Ms.
Palmtama
L. Grier,
FNP-BC
(Family
Nurse

Practitioner

)

2014/
1/15

® JHSPH IRB meeting observationship

® Study initiation visit (SIV) preparatory meeting

AR EF £ R R AUE Py E E  fENEE S B (IRB-FC,
IRB-X)==— [E‘*h‘ﬁf PRERRT E Tﬁ(the Western IRB) Prof. Durbin =!
¥&= IRB-FC ‘E‘E%E@EPA%‘:F ST V2T > EpEE S TR e
IRB-FC * f3#&% ,"wlf?,J/ éﬁﬂﬁﬁ » RN RE R FR R R R
A ETETA < DIt £ AIbR R J%‘!’Iﬂiﬁ (e 1 R e
FJEEJ SIV((study initiation visit)) =~ FEﬁll}JﬁﬁﬁF S }{ﬁ’*’%ﬂ*ﬁ;

RRRAL O

CIR
JHSPH
Prof. Anna
Durbin

Mr. Daniel
Elwood&
CIR staffs

2014/
1/16

® Protocol CIR29X (WNV) study initiation visit

® Protocol 28X follow-up visit (Paxgene)

® Flavi-Plus team meeting

Fhse BT St A== X P A (NIAID) Al A5 52 - ROl
W5 (Regulatory Compliance and Human Subjects ProtedBianch,
RCSPBIIUEE%’JI?JTLEJJ Ef(clinical research associaﬁ):ﬁ%%ﬁ(ﬁ%’
(clinical project managef)| * :Z i~ il & @F'F‘”?’FFJ (study initiation
visit) ° ;%bﬁ%@;‘zw JﬁJﬁjFrmpJ[ FL Ep}@@‘f@%ﬁ?ﬁ/@%%ﬁﬁ@”’bﬁf b I/
ffi £ (IND sponsor responsibilities), P~ % 7 #i [] FL‘ (protocol

overview/discussion),’gJIZl‘a’ H & EFU [~ (investigational study aget

CIR
JHSPH
Prof. Anna
Durbin

Mr. Daniel
Elwood&
CIR staffs
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accountabilities) ff] (=" [=*By£1 =]V 53 FT(AE/SAE analysis) & vF|
U8 ~ FHE T “ﬂ*@—ﬁl'@(protocol deviation and violation) P4
27 Fkﬁﬁ“iﬁ%@ontents and maintenance of study fil€gfe Er =
H ;I/Eﬁ’,‘(monitoring schedule/procedurés)-

2014/ | @ Pediatric health participant recruitment CIR
1/17 | ® Special issues in clinical trials involving pediatsubjects i/l:.sj::elyn
| PR (AR RO B J?ig}i— TERIA U > ANEE R Y] IR 5224';"17;0
JJ*. #-HH| Ms. Jocelyn San Mate®. = » Mt F1 a2 [ﬁﬁ?’?‘y M| 1osmmp
O #ﬂwH’ ] SR - [IFRR S PERBI |
R ¢cm wwwﬁﬂgﬂﬂw%%ﬂﬁiﬁ TR e
%ﬂﬁf[:’“”?ﬁl‘ﬁ ﬂ ML TS ERL R RIS SRR > F] | oay
R RVH ARt ST T R SR < g SR T IR IBRIE AT
qEE R FH%”FU L o
2014/ | ® Management of adverse events in clinical trials CIR
1/21 | @ Clinical study protocol elements and statisticalsiderations i?j&:nna
® Joint ID grand round Durbin '
ORI R SR BB [ TSR FI 5 | s
R 1 AR AL TS 2 T R |
@%W’Tﬂmﬁﬂ%%ﬂuﬁfﬁﬂﬁm%ﬁﬁVﬁm’W%?@ core
PRI = o o Fth SRR T L PRSI RIS | pevelopme
RIS [FJEFJ(Study initiation wsﬂf«]‘Tuﬁﬁ i FL - o S gtoordmator
EJJ Fi Ms. Sabrina Draytorf-I' | #f [ (== 2 Bt st 5 3 )
RRIRERE B E -
2014/ | @ Protocol 29X WNV screening day CIR
1/22 | ® Early clinical trials design, study monitoring i,t':::nna
® 223.867.01 Vaccine Seminar Durbin
%%%@%Eﬁwmmmemmnwgg:Icm¥ﬁw$ BRI o
CIR staffs

TR OGTE R T - T PR R SR
PRRE « B SRR SRR A A o | bR
SRR AL S SRR T
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L LSRRI T - pI9E > Prof. Durbin T 2
=l iCubed(- =R EL 0% 25 5 [‘Eﬁji B f' DA Dr. Annie
De Groot = 5 fiv A4 "Using computatlonal vaccinology to desi

genome-derived vaccine for infectious diseasescaranallergy and
autoimmune diseases - fft1iF ZHIFTVE] I%EH:E?V o P FE

A PSR & T IR I 2 P O B
Fﬁﬁm ’ %{E‘?ﬁ:ﬁﬁﬁfb}g =g .

2014/
1/23

Fundamentals of the Research Coordinator coursg-day

% Prof. Durbin ##571y » ST 1| 2R & & S SRR AR
.V Clinical Research Coordinator Training Program%mﬁfjﬁ%‘ﬁﬁ)

B Wi~aﬂtm%mmw4wmmﬁﬁw%ﬁt :%w@
FH > B[R R U (P T BRI R e
%h%@b@%ﬁﬁw%pdwgéwﬁ% ﬁﬁmﬁfﬁm%ﬂ
z}IUF’?g-:’F[ b lF* FIRAREZ BB R X 1&“JA'TU;4§%¥* ESEraN
FIEAIHIPAAERy- Pt - 2 RIRUEEREL R
SR R YRR ?’Jﬁiﬂuﬁ@ BRI - R R
e A ERIGRERERRI [ CRB CRHFH BT N

SON JHU
FL1/22-24
RSN
VRS
1/23-24

2014/
1/24

® Fundamentals of the Research Coordinator course-day

® Flavi-Plus team meeting

Clinical Research Coordinator Training Program%@iﬁfﬁ%ﬁﬂ) =
RV S BUE B R SRR R Rk R
FIV B e A - e ﬁﬁ%ﬂﬁ-’ﬂ% VT PHRERET 'lrf“f (IRB) fiv
%’%ﬁﬁ%%W%ﬁﬁ’%ﬁWﬁWWW@@’Tﬂ$ﬁﬁﬁ;
(i FRER TR TR B (AT G AR

-
._|g\

SON JHU

CIR
2014/1/25-
26 K[!

2014/
1/27

® Clinical trials in H7N9 vaccine

® Pediatric HIV infection

® Early clinical trials design, study monitoring

=2 Dr. Kawsar Talaayﬁﬁflﬂﬂjf Ve R g RS e [
» 8279]1 Dr. Andrea Ruffiy@iiid » fgkl— 571 A9 | i HIV =228k

CIR
JHSPH

Dr. Kawsar
Talaat, MD
Dr. Andrea
Ruff MD
(JHSPH
IRB
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Fi% > 4L IRB-FC * WURNERS (1415 1 IR bos B g
S8 7 A TR R R e R I oA R

member)

2014/ | ® CIR Regulatory Office- Process and Procedures CIR
1/28 | ® Compliance and quality assurance: audits and itispsc i;_sz;eda
CIR fipIpl1- = 8k ;*Eﬁ@ﬁ;ﬁ%%{%ﬁ']ﬁﬁf El Ms. Alfreda O. Andersot Z‘\derson’
ST TR B :zj:’ﬁ’?i%f?ﬁfiﬁ‘%%% HEER S A WS TR | Bs, core
B2 42 1 PR [ ORB-FC, IRB-XYFISH S “ FER | povaepme
E'lrf’jl(the Western IR&DU]}J R ] ~ SR B R A gtoordmator
M 5 RSP (study initiation visit) S i pr FrEAYE )
S - FRETHE TR RS AT
;EIEFJ;I/ﬁg%%&?@ﬁiﬁa%%@q@ood Clinical Practice (GCR})!'
RS st A R
2014/ | ® Visit Laboratory of Infectious Diseases (LID) NIAID
1/29 | ® Investigational product development ztl:phen S.
® The Food and Drug administration regulations Whitehead,
H 17 Prof. Durbinfiv g forfPieis (> kL NIH 5B F v gz ] ~ Dr, ;T,.DDaniel
Whitehead]f;7i 5 B[ i 405 - 7 Mr. Daniel Elwoodif|i Flvood
o ST G Sl o AORBIRTOSH - 4 Dr.
Whiteheadgﬂwﬁﬁ_i;ﬁmﬁ : wﬁﬁ%?wﬁﬁfﬁ%—‘f’i > PSR E TR
& POAHRFAR I ATE [0 o <42 P ) B TR -
2014/ | ® Flavi-Plus team meeting CIR
1/30 | ® In-patient clinical trial in Bayview medical center H7N9 vaccine JDi:S;aHymn
® visit Dr. Bob’s Place (First certified pediatricliitive care in USA | Haro, MD,
(A project of Joseph Richey Hospice, Inc) zihf(awsar
== Dr. Clayton Harrof! Dr. Kawsar Talaat Johns Hopkins Bayview | Taiaat MD
Medical Center {45%%3[ & :’?ﬁFJ BRI S E\I[J;{%’ | F}g@ﬁﬁ’,ﬁ%@ E:)rft;i/:nna
BB R Y 3 - B wﬁawafmw%— FHY | oot
- IRRSEYTRED B AR RS 0
Fd ?B it Ugﬂjr A EES o bl 7][ Fbs 2= CIR [ﬂ [ \'\/AVISII RN,
A R #Mﬂj TROBUBRENL BEAPAIUEY B | orecon
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o AU =g S TR —L TS ﬂl@ﬁﬁﬂf%[ I/ﬁ”gﬂaf"‘?j » PR *rjtl[q’?’gﬂ” -
S F b AR i Jﬁf;r%%&‘;ﬁﬁ Dr. Bob’s Placel FFFFJ Ms.
Janet Will> *ﬂfﬁﬁf < B ) '/fi?ﬁflﬁﬁ’ﬁ/%f .\i%—%ig?vﬁ@%ﬁ o
3¢ Ms. Janet Willgp ] 75 %k? & SR PE = i Jgﬁifw%f_ﬁlﬁlw
R (2 1 BRSSP > DA S
FIFLRERR ST TR - = FIALS - I

2014/ | @ Data management in clinical trials CIR
JHSPH
1/31 | ® Clinical Research Information Management SystemI{CFON) of | \ic Helen
the NIAID-II Perry, BA
(Research
® Farewell party Data
[PAEVR 3 A Ms. Helen Perry |55 CIR f Ui 2t o2 | At
r. Danie
Bl Fﬁ' (BT 2 S A =s RS (NIAID) Bffl = o 5k Elwood&
. . CIR staffs
CRIMSON (Clinical ResearchnformationM anagemen®ystemOf the | .., »

NIAID) » 11" IR IR LA BB * [ Proay@viy | et
AR [ AR A v;%%:@f R R AR R
CPRIBRA AT o 5T gk BRERH 1 PRI BRI A
gjgtﬁgq SERIE o

ﬁ%ﬁ : CIR: Center for Immunization Research, JHU: Johpkihs University, JHH: Johns Hopkins Hospital,
SON: School of Nursing, NIAID: National Institutef éllergy & Infectious Diseases, NIH: National

Institute of Health.
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17 1 R RBRAY Clay ton Harro, MD, SeM (1) CIR Fih @ebde » F1 L7 5 (Anaphy laxi s
first-aid training)

Vaccine preparation laboratory 4% sl AL A h vl f Tl S B R )
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O] > STE O ST ﬁw?ﬁ?;ﬁjﬂiﬁ‘ SEESF( ) o =T
ﬁ'@ﬁﬁ%ﬁﬁuﬁf%ﬂ B~ ’@’TFI ﬁfﬂfﬁtﬁ’ SR IRB ﬁag‘f & *5uAY Clinical
Research Coordinator Training Progra@a%wu%ﬁf D) ij?; fr Prof. Durbinfive
E[W“T%”' kL NIH ¥ ‘Fﬁ'lp’mgﬁﬁﬂ * Dr. Whitehead]fy 54" %‘;[asi'[asi'%‘:‘@‘éﬁﬁﬁ%ﬁ% g

International Health

Tzong-Shiann Ho

2 CIR 82 2 1 i:ffiéeﬁjagﬁ}-]r NS grf

Eln “i@?ﬁ%%{“ﬂf—ﬁmtﬁ’? (NIAID) *‘Vﬁ%?ﬁﬂ I3 Clinical Research
Coordinator Training Program J’ﬁiﬁm?}
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el e I%faﬁ [l o BRSSP Y - 2 M9 SEH Dr. Whiteheadf {401 i1 iy
ﬁW%MWWWWW”H%Ju%WWMﬁﬁH%ﬁﬁw
=4 }g&

P PR P AR TR R R SRSIEf

CIR ]:l"';“ I—ﬁJ (- t@@ﬁ%@fiﬁ = FAII[I CIR | H I:#ﬂﬁg?l—j' [1Y Ig[‘fﬁ‘ﬁg\

T
For IrifauniZation Rescarch

EIESIE S IS [y 182 19" Baltimore City Papeff Bl

nl:

l

PR BRI Prof. Durbin=e g dy £ - ’?”\?ﬁ[rjﬂfﬁ* [l = Jfssi™ > i
VS~ IENRR - PRI SR AT STl SRR
P TR ERUTE S o Sl A R e B I SR R R AT
BT iF”JE&t VETH I M'fi”ﬁ "Ji&% El NES FQ[FH[EL o

1= B S R g
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1 JGHEIEI 2 0T = I G RER B D ERA S E R (R Redn i~ ) [
B~ FURCF J%ﬁiﬁéf&éﬁ% VAR
SR EE S TS X BIR EE R VR 2 Eﬁﬂl FE R %?F.lﬁ*ﬁ%m [iliE
Mo (AL y“ﬁEH%J«FI’FlIZPHI o hgl;ﬁrﬂ% Prof. Durbin=2 Dr. WhlteheadTéF‘,*—wF:#
fﬁpﬁﬁw$*)
=W ?7"(% V’FE']}JEH‘ R R Ry S P B R R A RSO Pl
S B R~ TR B I G AR R T
4. RIS - YRR 2 %W~Wkg@w@*@rmﬁﬁ¢4m% RRE 1 [
VR

I AR

PSRRI AR A B RS Y B BT R I e 2
SRR ~ RIS T SRR IR R A g £ 25 Prof. Durbing® X sl %
ik [ Dr. Whitehead2 AFIRHIFI (.0 1D RZb T PURIFISE A o o 2B ) sigf o3
TR O ESE Y AR AR RO - A B T PR SR
HRLAH B S SRR © RO o T LR L LRI 2 -

1. H B AR i A gl B 26 Eﬁ” Ed Vg”‘ﬁil%li*—”?i%"%%‘ﬂ?%ﬁiﬂ o [H
ELE! 'JEE?I&%E., F@ JHU ’J;J'f\”: e A (N %Eﬁﬁ* =5 L
YR R B DR e R e - IM*‘F@” =t SC7 50
A~ fiig G %ﬁﬁli A Vg”'ﬁ&%lj\%@‘i%’%f SUHERLE ) I ,J Clinical research
coordlnatoﬂ/l?i%“* F TR AR £ Wlﬁﬁﬁéﬁﬁf Clinical research
coordinatofs 7 fﬁi%u”:‘fy?%}? [’ﬁ[;f/f;e c"ui*%f*r‘“»ﬁfﬁi’fﬂ » PR R SRR Y
SERAIIHRI 2 3 P AN - 19 E R R ¢
F,hﬁﬂﬂ J%ﬁﬁ: FlkL The Society of Clinical Research Assoma(éﬁ’ﬁffpmjtﬁgﬁ )
(SOCRA)(1995-)]! Academy of Clinical Research Professionals / Aoadef
Physicians in Clinical Researaﬁfﬁﬁ%’lﬂ“ Jli EVE T ) (ACRP) (1976-)4

MAEA 0 [ ISHEH Research Coordinator Certlflcatldn y(p‘ Y NR) B

RHELE S R EB R F R 2 ACRPJ/frE'FTHJ%EfﬁIJ@%
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B L

=

=l

uﬂﬂ

[P = ES«WF}%#L ~ HdA| ﬁlgﬁf:ﬂaﬁ“ﬁ@? I IFIJ 0

Research Coordinator Certification: SOCRA ACRP/ 3% kil Ffif .
CF | Rl e g 0 PR SR i e )

SOCRA EF.{,’S[\TM"}J ACRP EF.{,’%[JJI”J“ ﬁi’ v
FHT= 7
%’%ﬁ]'_ﬁ'] F L $270 (HIERT4U$195 test + | 371 $525 (HEE$325 exam +
= H''membership $75) I lﬁ%fmzoo application)
FIRAETE ERHRE X5 $175 ¢ RET ] X7+ $250 (i)
recertification + EFA 1Y (recertification only)AND
membershipAND 45 ’| FHT% either 24/ Eﬂj Qg}}"rﬁ =55 (24
AT fﬁ =75 (45 hrs of CE contact hrs of CEQR ;[ﬁl@ﬂﬁu
credits) + F 1 Z5[k& & (retake exam)
(self-administered test)
AT SR 3 2
'ga HEST X875 (CRRLE FITE | 308150 () FULE B )
1&1&} =) (required for (not required for certification)
certlflcatlon must be kept
current during certification
period)
e R PR s Pl TR (Certified
Certified Clinical Research Clinical Research Coordinator
Professional (CCRP) <y ?ﬁﬁl (CCRC) - specific for RCs)*
T - FEZH R | PR
RFT*LEE{[T Ff[! %HF " PRENRES | (Also offer certifications for RAs
fi%=7(for RCs, PlIs, Data Mgrs, | + Pls)
QA, IRB staff, etc)
#f&‘?ﬂrﬁ 57— ¥ Category 1 57— Zfi Option 1

S D ELE DR 2 B
3500 Eiﬁa,ﬁ. FIJE,{.%WET%J!

M BT (SRR (Minimum 2 yrs
full time (or 3500 hrs part-time
employment in the past 5 year
as a clinical research
professional)

57= % Category 2

- Eﬁﬁ[ﬁ‘}*‘\%@%‘iﬁ; (Associate
or Undergraduate degre®R
=R
Nurse (RN))AND
5- = ’[>3000) Eﬁ SIS Sl
A2 (Minimum 3000 hours
performing *essential duties)
AND

(Registered

19




- Eﬁ%’pr%gj Ei(“Clinical
Research” Associate),~5° Y
TR S Undergraduate or
Graduate degre&ND

s EALCARERAE S
1750 AT A J:
MRV T (EERE(Minimum 1 yr
full time (or 1750 hrs part-time

employment in the past 2 years Medical Assistant, Lab

as a clinical research
professional)

57= 3§ Category 3
-EFES[\’TLZ{“’ (“Clinical
Research”) Sy Hs el 5
= ST L25 Y 1445705
(Undergraduate or Graduate
degree with curriculum of 12
semester hrs or 144 credit hrs
AND

I A B AT
B 5 PR
(Associate or Undergraduate
degree in a science, health
science, pharmacy or related
field)

AND

g AU WESaER
17507 Eﬂjé{li‘%&ﬂ Jﬁﬁrﬁf;{“ J’

* E"{ (B (Minimum 1 yr
full-time (or 1750 hrs part-time
experience in the past 2 yrs as
clinical research professional)

- RETREE T R
(Detailed CV/resume AND Job
Description)

5= Zf1 Option 2

- IR - P
B R L (Licensed
Practical Nurse (LPN), Licenseg
Vocational Nurse (LVN),

Technician )OR@,'JH 113 High
School DiplomaAND
-Z[4500] Eﬂj ol TSR
&& (Minimum 4500 hours
performing *essential duties)
AND

SRR [
(Detailed CV/resum@&ND Job
Description)

* %3 75 (essential duties)
Ry
BTG [ P
B~ PP T 'gf‘éé‘ﬁ =
T FELT [~ ,-,2
FE /;’f‘i”//??ﬁf LA o B
é?iflﬁﬁ‘éfz H RS o( document
adverse events, prepare/review
IRB documents, protocol review
or study procedures planning,
conduct subject visits, maintain
sour ce documents, prepare and
garticipate in study visits
w/monitor, sponsor, etc,
participate in consent process)

2|

RAYREIP 2 Y R
5| (Reference manual included

‘_.El

when registering for
certification exam)

8 ] TR RO

YFHL R (s
Eﬂ]@“’ ) (Exam Review
Bundle (eLearning course and
exam practlce))ﬁA F1$2975 7
members,;’]EﬁAE $4055 7

20



*I[)(In-person training available non-members

irregular times per year (few in ﬁ&'xf%a»'?»fﬁ’_“% (eLearning
CA)) Course ONLY): Ff E1$2505 7
members;:JlaF‘ﬁ F1$350 S
non-members

P *Exam Practice
ONLY): ﬁﬂ E1$80% 7
member;:ﬂaﬁ F1$100 7™
non-member

B B RS R R R

1) (In-person training availabl

WD

irregular times per year (few in
CA))

*2vR[ VR https://oprs.usc.edu/files/2013/07/SoCRA-v-ACRIP.p
xﬂ%,%[ﬁij}f http://www.acrpnet.org/MainMenuCategory/CertificatiCRC Certification.aspx
http://www.socra.org/html/certific.htm

2. i R N AR RO L BB AR T S W
%:a—ﬁﬂéﬁﬁ%%ﬁﬁﬁmﬂﬁ?ww@%%% SV T E L5 R
B~ BRI A B O R TS ) VR R S i
B RS S SRR I R TR R
7OV B R B [ R 0 T
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