
Site Study Start-Up Requirements 
for AFT Studies 

Alicia Quirke, Site Manager 



Agenda 

l  Pre-Study 
l  Site Selection 
l  Site Start-up 

l  Documents 
l  Training 

l  Activation 
 



Pre-Study 
l  Prelim Site list created based on previous study accrual 

with AFT and Alliance studies, Alliance membership in 
good standing, etc. 
l  Sites are sent out an email to inquire about potential interest in 

participation 

l  Invitation includes: 
l   Brief protocol title and description 
l  CDA template 

l  Sites will have to complete and send back the CDA 
within 5-10 business days in order to obtain full protocol 
and feasibility for review/completion 



Pre-Study - Feasibility 
l  AFT has recently submitted a general feasibility 

via survey monkey link 
l  The purpose of this general feasibility is to keep 

on record standard site information that would 
mostly be consistent throughout multiple studies 

l  Once general feasibility is collected, only a study 
specific feasibility will be issued to sites for 
potential participation 

l  Feasibility is to be sent back within 5-10 
business days 



Pre-Study – Feasibility 
l  AFT studies are open to Alliance Members only 
l  Alliance site membership must be in good standing 
l  Alliance sites must be meeting accrual targets 

l  AFT accruals can count towards Alliance accrual credits 
l  Drug can only be shipped to one central location per site 
l  If multiple site locations are listed on a feasibility questionnaire, site/drug 

management plans are to be submitted to the AFT Site Manager for review/
approval to ensure proper drug management and document practices 

l  There must be one 1572 (with satellite sites listed) with one location listed 
for drug shipments 

l  Site should be able to accommodate central monitoring (similar to Alliance 
audit practices) 

l  An Investigator can be a PI for multiple sites within a network, if necessary 



Site Selection 

l  If feasibility answers and site dynamics are 
sufficient, a formal selection email will be sent 
to the site for participation into the study 

l  Included in the initial selection email will be a 
Site Information Sheet (template) that will 
require site and contact information and also 
outline system access 



Site Information Sheet (SIS) 
l  Required to be able to enter site, contact and 

system access into our electronic systems 
l  Required to be completed and submitted first 

before study templates are sent out 
l  Site information sheets won’t always be required 

for full completion 
l  We are currently building up our Clinical Trial 

Management System (CTMS) with AFT site/personnel 
information and will be able to review for site 
participation 





Start-up 
l  When SIS is received and confirmed complete, a 

welcome email will be sent by AFT Site Management 
that includes the following: 
l  Outline of study requirements for activation 

l  Documents 
l  Training  

l  Study templates 
l  Applicable study manuals 
l  AFT CRA contact 



Clinical Study Agreement (CSA) 

l  A separate email with the CSA template will 
be sent under the cover of 
contracts@alliancefoundationtrials.org 

l  All budget and contract questions should go 
to the contracts group at AFT 



Essential Documents for IP Release 

l  Form 1572 
l  Signed by PI 
l  Two available templates  

l  Protocol / Protocol Amendment 
Signature Page(s) 

l  IB Acknowledgement Page 
l  Signed Clinical Study 

Agreement (CSA)  
l  PI CV (signed within 3yrs) / 

Medical License 
l  PI signed Financial Disclosure 

Form (FDF) 

 

l  CV (signed within 3yrs) / 
Medical License 
l  Required for all individuals 

listed on the 1572 
l  Signed FDF for all individuals 

listed on the 1572 
l  Laboratory Certification(s) / 

Laboratory Reference Ranges  
l  For all Local Labs listed 
l  Can submit CLIA and/or 

CAP  
l  Laboratory Director CV(s)/

Medical Licenses(s) 



IRB Documents Required for IP Release 

l  IRB approval letter of Protocol, PI and Informed Consent 
Form (ICF) 

l  IRB approved Site ICF 
l  AFT MUST review the site ICF template BEFORE submission to 

the IRB 

l  IRB Roster 
l  Documentation of Non-Voting Status, if applicable 
l  Study Related documents (patient facing), if applicable 
l  AFT utilizes Quorum as the Central IRB 



Additional Essential Docs for Activation 

l  Delegation of Authority Log 
l  GCP training (completed within 3yrs) for all relevant 

study staff  
l  Acceptable certificates can be found: 

l  http://www.transceleratebiopharmainc.com/gcp-training-attestation/ 
l  Also accept NIH training (free) 

l  https://gcp.nihtraining.com/ 
l  Other certificates should be submitted to the Site Manager for 

pre-approval 
l  GCP training will be monitored for expiration and new certificates 

will be required every 3yrs (or per site policy) 



Submission of Essential Documents 

l  All essential documents will be uploaded by the 
site into the site facing eTMF 





Site Training Requirements 
l  Protocol Training (required for all) 
l  Medidata RAVE (EDC) ~1-1.5hrs 

l  PI required 
l  Data entry person required 
l  back-up for each 

l  Argus (Safety Database) ~35min 
l  PI required 
l  Data entry person required 
l  back-up for each 



Site Training Requirements 
l  Wingspan SiteZone (eTMF/ISF) ~5-6 min 

l  At least one site staff member required to train for site activation 
(suggest back-up) 

l  PI required 
l  Oracle IRT ~2hrs 

l  At least one site staff member required to train for site activation 
(suggest back-up) 

l  PI required (but not for site activation) 
l  BioMS (Biospeciman tracking) ~10min 

l  At least one site staff member required to train for site activation 
(suggest back-up) 

l  PI required (but not for site activation) 



SiteZone ® 
l  Study invitation will be sent via email to applicable staff outlined in 

the SIS 
l  Staff will click on the “accept invitation link” and be brought to an 

internet page to select one of the following: 
l  I am already a SiteZone user 
l  I am using SiteZone for the first time 

l  Using your email as the user name, create a password that contains 
at least 8 characters with at least one upper case and one # 

l  Once user name and password are accepted – you can navigate to 
https://sitezone.mywingspan.com to log into the system 

l  SiteZone training consists of a 5-6 minute video and will play upon 
first log-in to the system 









Medidata Rave® EDC Training 
Training for Sites 
l  Medidata Rave® training (i.e. eLearning) 

l  Study invitation will be sent via email to applicable staff outlined 
in the SIS 

l  Study personnel access to Rave is maintained by the AFT CTMS 
system  

l  All staff entering data in Rave must complete required eLearning 
courses prior to study access 

l  eLearning can be completed and tracked across URLs so 
required modules only need to be completed once per role 
l  If the required iMeditada training has been completed for a 

previous study (AFT or Alliance) 
l  All eLearning courses are available for review any time 

 



Oracle IRT –Training 
l  Email will be sent with user name and temporary password and then a link 

to training website where assigned modules will need to be completed 
before access is granted. 

l  Check your junk mail!!!! 



Training cont. 
l  Sites will be granted access to AFTs Learning 

Management System (LMS) where videos will be 
required to review for the following systems: 
l  Argus (Safety) 
l  BioMS (Biospeciman tracking) 
l  Veeva (eTMF) – PALLAS only 

l  Once complete, AFT will provide Vendors site 
information for account requests. 

l  Site Staff will receive individual accounts and instructions 
on how to log-in and change passwords, etc. 



Portal vs LMS 
l  LMS (Learning Management System) is a website that houses 

training videos and protocol reviews 
l  The AFT portal is a website where the LIVE links are found to gain 

access to AFT systems 
l  The systems are accessed at two different web addresses 

l  The portal is accessed at https://alliancefoundationtrials.org/ 
l  LMS is accessed at https://lms.alliancefoundationtrials.org/ 



What am I trying to do? Which website should I access? 

LMS AFT Portal 

I’m trying to complete my protocol 
training… 

ü 

I am trying to access an AFT 
system, such as the eTMF… 

ü 
 

I’m trying to complete my Argus, 
BioMS, and/or eTMF training… 

ü 
 

Learning Management System (LMS) 
https://lms.alliancefoundationtrials.org/ 

The AFT Portal 
https://alliancefoundationtrials.org/ 



AFT Learning Management System (LMS) 





Site Training Certificates 
l  If a site personnel has completed training on the 

system(s) for a previous AFT trial and are active 
in the system, that training will carry over to 
other AFT trials and will not have to be repeated. 

l  Certificates of training completion will be filed in 
the eTMF/ISF for all studies. 

l  All training must be completed within 30 days of 
site activation 



FOR ISSUES RELATED TO THE SYSTEMS 
PLEASE CONTACT  

   techsupport@alliancefoundationtrials.org 
 



Site Supplies 
l  Biorepository Lab Kits 

l  Please order 3 screening and Day 1 Cycle 1 (D1C1) kits ASAP 
as it can take up to 5-10 business days for delivery 

l  Email afbhelp@bmi.wustl.edu and provide recipient name, 
shipping address, protocol number and type of kit (screening, 
C1D1)  

l  Supplies MUST be on-site before site activation/screening can 
occur 

l  Investigational Product 
l  Shipped to site’s central pharmacy once all essential documents 

have been collected, reviewed and signed off 



Site Initiation Visit (SIV) 
l  The SIV will be conducted prior to patient enrollment and 

after the site receives IRB approval, has a fully executed 
Clinical Study Agreement (CSA) and regulatory 
documentation is (almost) complete.  
l  Every effort will be made to conduct SIVs when IP is on site 

l  SIVs can be conducted in two ways: 
l  On-site visit 
l  Webinar/Recording 



Site Activation 
l  A site can begin to enroll patients into the AFT study 

when the following have occurred and the site receives a 
Site Activation Notification. 
l  Essential Documents approved for IP release and IP received at 

site (includes IRB approvals and CSA) 
l  Protocol, GCP and system trainings have been confirmed as 

complete for all applicable site personnel and log-ins issued 
l  Lab kits on site 
l  SIV conducted and documented 

l  Sites can NOT consent/screen patients until the 
notification has been received. 





AFT Site Management Team 
l  Alicia Quirke, Site Manager 

l  617-525-7130 
l  aquirke@alliancefoundationtrials.org 

l  Hillary Wilson, CRA, Site Management 
l  617-525-7137 
l  hwilson@alliancefoundationtrials.org 

l  Naomi Toavs, CRA 
l  617-732-8016 
l  ntoavs@alliancefoundationtrials.org 



Questions? 

Comments? Concerns? 


