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Junior Pilot Studies Orientation: 
Study Start Up and ICFs



Objectives:
• DCOC IRB Team. Who are we?

• How we help you with study start up

• How we help you with study-specify ICF and 
HIPAA forms.

 Template

 Site-specific language or “local 
context”

 Potential pitfalls for ICFs



DCOC IRB Team 
We manage the communication between the sites (institutions), local study 
team and the central IRB

*central IRB (cIRB) is the reviewing IRB or IRB of record. 
For all ISPCTN studies, the cIRB is the University of Arkansas for Medical Sciences. Exception: Alaska or other Native American sites.  
Native American sites do not use the cIRB.



How we help you get to STEP 1

1. Submit study-specific documents

o Protocol
o ICF & HIPAA template
o Participant-facing materials
o Other study-specific documents

2. Complete the electronic submission form. 
Answer questions about many things, e.g., 

o Enrollment goals
o Study population
o HIPAA-related issues
o Recruitment methods



How we help you get to STEP 2

Work with study team to reply to 

cIRB contingencies

Initial cIRB approval of the study

Approval letter includes:

• Risk determination 

• Waivers granted (if any)



How we help you get to STEP 3

Collect from sites:
Site-specific language

ICF & HIPAA

Site Investigator information
Attestation

CV signed & dated

Site Addition Submission to cIRB
& cIRB site approval

Reliance Ceding
agreement determination



How we help you get to STEP 4

Review documents collected from sites:

• Delegation of Authority Log

• Signature Log

• Human Subject Research & Good 
Clinical Practice training records

• CV and professional licensures

• Laboratory certification and normal 
values (if applicable)



How we help you get to STEP 1

1. Submit study-specific documents

o Protocol
o ICF & HIPAA template
o Participant-facing materials
o Other study-specific documents

2. Complete the electronic submission 
form. Answer questions about many 
things, e.g., 

o Enrollment goals
o Study population
o HIPAA-related issues
o Recruitment methods

How we help you get to STEP 3

Collect from sites:
Site-specific language

ICF & HIPAA

Site Investigator information
Attestation
CV signed & dated

Site Addition Submission to cIRB
& cIRB site approval

Reliance Ceding
agreement determination



Study-specific ICF and HIPAA Template
Documents in plain language



Site-Specific Language

DCOC IRB Team collects and reviews site-specific language.

• Institution name, Site-investigator and research team information

• Local entities that will have access to participants’ records

• State laws and institutional policies:

 Mandatory reporting 

 Payment in case of injury 

 Method(s) for reimbursing participants



Requirements writing ICF and HIPAA:
• As per UAMS IRB (cIRB) Policy 15.1:

“present information in sufficient detail relating to the research, and must be 
organized and presented in a way that facilitates the prospective subject’s or LAR’s 
understanding of the reasons why one might or might not want to participate, rather 
than merely a list of isolated facts”. [45 CRF 46.116(5((ii)]
https://irb.uams.edu/irb-policies/current-irb-policies/consent/

The consent document should be written in language that is at or below an eighth 
grade reading level.  No complex scientific or technical language should be used 
without an explanation in lay or common terms. 

• We will provide you with the current ICF and HIPAA templates



How to simplify ICF and HIPAA language?
DCOC Writing Team is available to help you! E-mail them for help. 

• Nader Phyllis  PNader@uams.edu
• Bryce Johnson BPJohnson@uams.edu

Tips to improve understanding

Don’t copy technical language from the protocol

Lay language: gestational  =  how far along the pregnancy is

Using pictures, videos, visuals in general

Example: add a picture of a device used in the research 

Get a laypersons’ opinion on terms used in your ICF

Suggested by UAMS IRB Director Edith Paal

How to check reading level (aka readability)? https://readabilityformulas.com/free-readability-formula-tests.php

mailto:PNader@uams.edu
https://readabilityformulas.com/free-readability-formula-tests.php


Potential pitfalls for ICF and HIPAA forms
Include flexibility for study procedures.

• Your participant needs to complete multiple surveys during the study?
If appropriate, consider a time window for completion of each survey. 

• Describe the purpose of each survey without naming the exact surveys to be used.  

• Is your study targeting a specific population of children whose age range could change 
during the study? 
 Example from vaccine study:

In case the eligible age range may change, consider not defining the specific age 
range, but refer to “eligible children.”  This will be defined in the protocol, which is 
easier to modify once a study is active.



Potential pitfalls for ICF and HIPAA forms
Include flexibility for study procedures.

• Make sure there is consistency between the ICF and HIPAA forms and the procedure 
outlined in the protocol

• If you are using Zoom calls as video-conference system to contact participant (ex for 
survey), indicate in the template that you could use Zoom or equivalent system. Doing 
this if there is a change in the system used, you do not need to change the ICF.

• If you are planning to have the site contacting the participants be flexible on the 
methods of contact. Include by email, text message or other methods. This should be 
addressed in both Protocol and ICF.



NOTE_ Please include the study acronym and site name in the subject line of emails.




	Junior Pilot Studies Orientation: Study Start Up and ICFs
	Slide Number 2
	DCOC IRB Team 
We manage the communication between the sites (institutions), local study team and the central IRB
	Slide Number 4
	Slide Number 5
	Slide Number 6
	Slide Number 7
	Slide Number 8
	Study-specific ICF and HIPAA Template�Documents in plain language
	Site-Specific Language
	Requirements writing ICF and HIPAA:
	How to simplify ICF and HIPAA language?
	Potential pitfalls for ICF and HIPAA forms
	Potential pitfalls for ICF and HIPAA forms
	Slide Number 15
	Slide Number 16

