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Background Self-Training Documentation & Tracking Training Program Evaluation
Three statistical and clinical coordinating centers at Rho, Inc. are responsible for Rho utilizes multiple types of training modules that site staff can complete online at their Staff must demonstrate an acceptable level of knowledge and proficiency in the protocol and trial Rho’s ultimate goal is to produce high quality
the overall conduct of large-scale, multicenter, full service consortia each convenience. Self-training is often accomplished through the use of videos recorded and presented by activities prior to beginning the protocol and must also exhibit ongoing proficiency to ensure quality data that lead to high quality analysis outcomes.
conducting multiple trials. Various instructional modalities are used to conduct subject matter experts, recorded in-person trainings, system demos and practice functions, as well as performance over time. Each protocol has its own training requirements, which may include a Training presented prior to site activation is just
initial protocol and ongoing operational trainings for the purpose of addressing the interactive presentations. combination of attending presentations, completing self-trainings, reading protocol-specific the first step.
underlying rationale of balancing effective protocol implementation and the need to When a training need is identified that the Rho staff is not qualified to present, it is our responsibility documents and SOPs, passing comprehension tests, and demonstrating understanding by Throughout the trial, Rho actively monitors and
manage resources to improve efficiencies. to identify appropriate sources of training. Protocol chairs develop videos to explain complex clinical performing mock assessments. Some of these assessments are repeated throughout the course of evaluates training programs to assess whether
procedures that are then posted to the project website for ease of access. Complex disease activity the trial to confirm_opgoing proficiency. Thls_encompassmg t!‘afunlng pProcess plgces a large demand they need to be expanded and/or revised.
Why Multiple Modalities? measures are explored during trainings through accredited websites, such as the Lupus Foundation of on Rho to track training and conclude that site staff are qualified to perform trial assessments. Rho Sites are the first-line evaluators of the
America™ (www.lupus.org, lupus activity assessments’ online trainings). posts all training materials on the project website and then documents and tracks completion. o Wh " 4o th <02 What
Rho faces challenging limitations in order to provide the required trainings to . . . traln_lr?gs. at ques 'ONs do they Talse: G
- . . . . . Self-training modules have proven to be helpful resources when confronted with scheduling specific parts of the trial do they find unclear? If
clinical site staff for proper trial conduct. These challenges include limited time and . . . ey e e s v L . .
e S . . . : challenges, staff turnover and reaching diverse target audiences. They ensure all staff are presented e Paper Systems <study> | upie-sreied o g 7 1y i cocsmentton oo Tsovs one question is asked, it is likely that there is
resources; limited availability from clinical site staff which makes scheduling . A . . . . . Training — —— _ _
conference calls, webinars, and in-person meetings challenging: difficulty ensuring Wlt|‘_l the same n_1ater|al initially an_d at re_g_ular_lntervals throgghout the trial to avoid learning drift Once a specific training is complete, an Tracking Name o 72 scr i Prl0cO “555??.‘??;?.??&“ Comairss  pramcy  Lasry | RRAV™ RAVE® e confu.s|on among ot.her sites 5.15 well. Thc.)se
clinical site staff understand and retain the trainings provided to complete trial during a long trial. They also provide efficiencies for the subject matter experts who only need to official certification letter or memo may be o e | | % | % | - | - e questions are compiled and discussed with all
orocedures and assessments: and frequent site staff turn-over which mandates the present once. Using multiple types of interactive and visual presentations, we are able to connect sent to the staff member from the certifying [Cum=—= = T T S sites on a coordinator or team call. The
need for repeat or refresher trainings. with a broader range of learning styles among our vast and diverse target audience. party, which is then filed by within the site’s e e T e E;?‘fiil:ﬁ:’ﬁlggp?g \c/)vri]llequkueeljt;?:)gfknfduftlgsevl\‘ler about a
. . . . . ® — <site name> armaci <names= nia nia nia 15-Mar-2014 .' nia nia
Rho is being as innovative as possible in developing, conducting, and evaluating 9 ging P grap ' Training progress is tracked using Microsoft sterr  EEETTEEMETTE el S el w1 =% their mutual understanding
clinical site trainings to meet the trials’ needs. Our major innovations are driven by  Demonstrations and Practices - Many data Errrrr——"5 : Excel, which is updated to reflect the T e o isbeais | ieomsts | n = : e _ _ o _ .
how adults learn, including application of situational |earningl (practicing protocol- systems are built with practice functions or e- e ' S completion date and any necessary csitename> PP S N RS T T L v v Ongoing review of Il_:rlal data Can Ident_lfy
related procedures). learnings that are required to be completed = BASSSS follow-up. If refresher trainings are required, trends or problems with the implementation of
prior to gaining access to the live functions. This E-;?T»EmmwfwI;m;fmg;ggm o st (e | us they are added as additional columns in the e s s e e s s emm———— mm the training program. Is a particular assessment
) ) assures site users gain confidence and o —— T tracker and/or are documented in the — : — or site triggering an above-average number of
Form a Community of Expertise competency before performing actions ] L [epe | f attendee list within meeting minutes. . T —— queries? These trends point to topics or sites that
While offering individual training opportunities seems like an obvious solution to (including entering data, randomizing patients, $m o — : N s s e G |Ee may require additional training.
limited site availability, it is also a significant drain on resources. Conducting and tracking specimens) upon enroliment. For s | .  Web-based Systems et e |- - Monitoring visits are also a treasure trove of
trainings with large groups of site staff introduces a set of benefits that is important example, specimen tracking can be a very g o , . . . T —a— | e [@i3c (2. B helpful information. If the monitor sees trends in
to weigh against the time it takes to coordinate such an event. complex process and without proper training, Rho’s website hosts a training checklist for — rmeeeme oo -ee Semm e - S ol the source documents across multiple sites, re-
T _ _ _ _ can make specimen analysis difficult. Rho trains ,tecrmate each site staff member which may be w EE E 1 = . W trainings should be presented. If the monitor is
Training inagroup s_et_tlng allows everyone to b_eneﬂt from_multlple_ perspectives, in two steps. First, the site staff watch a “checked in” and “checked out” by the - — able to observe participant assessments, he/she
broadening _each individual’s understanding of his/her rol_e in the trial and how ReadyTalk® recording, a Rho-created audio - appropriate certifying party for each training === | .. @ ov (@ o s able to give the site real-time feedbac,k on
those roles interact toward the goals of the trial. When site staff are exposed to the recording of visually walking a site user through item. Using this system, Rho is able to N their processes and is able to give Rho feedback
same information, it increases the likelihood of the retention, dissemination, and each step of the specimen tracking system. | : monitor training progress real-time by e e (e s
implementation of t_hat mermatl_Or_] _at the _Slte' PrOt_OCO| trainings copducted Vid Next, each user is required to complete a IR EEEE. oo B e ——— referencing these individualized staff e EE[EEMM |
teleco_nference/\_/veblnars allow clinicians, site coordlnators,_ pharmacists, and lab practice specimen shipment in a demo system from start to finish. checklists. —— Conclusion
technicians to discuss the protocol together, as an alternative to face-to-face
meetings’ escalated costs. R — e Data Management Systems (DMS) Effective training is not just a pre-activation
= —— | Group trainings are effective early in the & |~ e ... . * Interactive Presentation with —— e Usenans I | One of Rho's innovative systems includes ~ Presentation. It is an evolving process over the
L0075 Gt g7 B8 rocess, as each site is coming to the _ | G Comprehension Tests - Rho also employs an il ] e i | a web-based tracking system where Rho course of _the trial that uses a variety of methods
table with the same level of exposure to ~ ‘w=wee | | automated model of training using Articulate® - T — = adds each first and subsequent refresher ~ and theories to not only teach but also
WIVESTTON %Y the new trial information. Rho has also z:dlaglf..h software. Articulate® allows Rho to employ more e = — S | training requirements for every site user. continually reinforce concepts with the ultimate
been successful in implementing e controls that ensure staff are gaining maximum _ Soiesi G0 owoits-ooovis | owiwis | eed [ e The comprehensive tests are graded in goal of collecting quality data to answer the
Which local tests are used to assess retraining during monthly coordinator ety ||| TS il comprehension of the material presented. This Is GCP Traiing war | wewz | i || wmacm | real-time by the system, once completed  trial’s questions.
R - i teleconferences that often include ——— o done with slide presentations that incluce and data-entered. Rho monitors each
vitamin D toxicityr @”ct interactive Q&A sessions. While wored embedded questions in multiple forms, forcing — TS activity individually and approves the site -
:;G’b)d experienced staff may excel early on, e e the user to respond corrgc_tly before moving on to Read the Data Colecton Secion o the MOP o o : staff once all tasks are completed. At any
anii Ut |ags experienced staff are competitive a new content area. Additional features prevent o - w==  given time, reports may be run to show
0 Tww- with their peers and often take the ——. . trainees from skipping ahead prior to a topic - == the training and certification progress, L
Kate@l'uzZ:::::::ixtquem initiative to review trial information in S e being fully covered. - ? dates of completion, and any outstanding GIVIng ﬂlgh'l' fo research
— preparation for the next call. _L 6w e ww | () @B 3 | o WS | tasks.
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