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In my last letter, I referred to “Green’s 5 principles of research ethics” and discussed one of them, the 
principle of “It’s not about me”.  I am sure that since reading that you have been wondering about the 
other 4 principles.  I am equally certain that those wonderings have not been keeping you up at night!  
Nonetheless, I thought I would share another one of those principles with you today.

#2: Remember, it’s about ethics, not just compliance.

We hear a lot about compliance.  Investigators are told they must comply with this regulation or 

process.  This all piles up and at the end of the day it seems like doing the actual research is an 
afterthought.  Certainly not what anyone envisioned when embarking on a clinical research career.  
There is so much compliance, it is easy to lose track of the why.

So, when I say “Remember its about ethics, not just compliance”, what am I talking about. Compliance 
is about following the rules.  In a given situation, an individual must know what the rule is and 

followed.  In contrast, ethical decision making is about asking the question “what ought I do in this 
situation”.  Among all the available options, which choice is the “most right” choice.  A way more 

principles.  Respect for persons (informed consent, protections for vulnerable persons, protection 

subjects protections regulations are rules that we must follow, in doing so we are making sure that 
fundamental ethical principles are adhered to. 

In human subjects research, if we ask “what is the right thing to do in this situation”, we will virtually 
always be compliant.  However, if we only ask, “what is the compliant thing to do”, we may not always 
be making the ethical choice.
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award for this issue. 

Branch in NHLBI
NHLBI; and the rest of the research team. The research team submitted 

Congratulations to Dr. Amar, Dr. 
Bikineyeva and all the other members of the research team! 

The second Gold Star award goes to Emmes who supports all IRB submissions, among other 

working to ensure that all NEI protocols are compliant with current regulations and policies over 

compliance and address any outstanding issues. The Emmes team have been great partners with 
Congratulations to 

NEI and the Emmes clinical study managers!



 

MANAGING CONSENT/RE-CONSENT OF NON-ENGLISH SPEAKING 
PARTICIPANTS AFTER CONSENT CHANGES

revised English version of the consent form was 
approved, the previous practice was as follows: 

consent document on the CC website.

2.

system.

Now under the revised guidance, the teams 
should follow this process:

The translated consent documents should not

consent form is available.

2. When the revised translated consent
document becomes available, the team

and approval.

consent document will be replaced on the CC

translated consent document.

revised translated consent document was not yet 
approved and available, research teams generally 

with the translated short form consent and the 
English long form consent.

being enrolled, the following process should be 
followed:

2. The study team should wait until the
translated consent document is available,
before enrolling a new participant.

HRPP Policy 301 Informed Consent involving 

English speaking individuals is anticipated.  A guidance document was also issued with a full 

speaking participants. 

of the consent form is revised, the research team must put in a request with a translation service to 

Accordingly, there is often a time gap before the new revised translated consent form is available.  

the study or a currently enrolled participant must be reconsented, but the revised version of the 

managed.



 

However, if the study team determines it is in
the best interest of the new participant to be
enrolled prior to that time, they should take
the following steps:

• Conduct informed consent with the

consent document with an interpreter
and obtain a signature;

• Verbally inform the participant of the
changes in the new English version of
the consent; and

•
what new information was relayed in the
Consent Note in the medical or research
record.

4. Then, when the revised version of the
translated consent document is available and

•
the consent document to the participant;

•
interpreter; and

•
revised translated consent document.

The IRB’s rationale for this change in practice is 
that in the absence of the revised translated long 
form, it is better to use the old translated long 
form because the short form contains no study 

long form contains most of the important 
information about the study in the participant’s 
language. Furthermore, some information about 

the participant is better than none.

revised translated consent document, unless 
they determine it is in the best interest of the 
participant to be informed of the changes before 

the information in the revised consent document 
needs to be provided to participants emergently, 
the team should:

Verbally inform the participant of the changes
with the assistance of an interpreter;

2.
medical record; and

When the revised translated consent is

participant and obtain a signature.

participant, prior to the revised translated 
consent document being available, should be 
related to the safety or welfare of the participant. 

The participant needs to undergo a research
procedure or wants access to a research
treatment urgently;

2. The participant is about to undergo a new
procedure for which they have not yet
provided consent; or

The participant needs to be provided
information about a new risk associated with
the research.

without formally seeking a new translation or 
when 

that is the ONLY change being made to the 
English version of the consent form
that this is only permissible when the names 
on the translated consent are written in the 
Latin alphabet, i.e. in the same alphabet as on 
the English version of the consent. The revised 
translated consent form may be submitted to 

addresses the changes to the English version of 



the consent form.

For additional questions or concerns about this topic, please email IRB@od.nih.gov. 

OTHER UPDATES

materials must be submitted for IRB review versus which do not.  In some cases, the need for IRB 
approval really depends on the content of the document versus the type of document, e.g., see the 
information about course curriculums, data collection forms, instructional materials, newsletters, 
press releases, and Internet postings of study descriptions limited to CT.gov

th to review this important information.    

we ask that you please make sure to submit your continuing review well in advance to avoid lapses in 
approval.



 

POLICY UPDATE REMINDER 

Top Ten Tips for Improving Consent Documents

Use short sentences.
 Use the simplest words possible.

 
 
 
treatment.
 

 Use the most direct form of a verb (“We will take your blood pressure,”

 

Spell out abbreviations:

• e.g. = 
• i.e. = in other words



COMING SOON: PROTECT 
System Upgrade 
(software version 10.5.7)

the
Huron Consulting Group 
makes available to their 
Human Subjects Research 
software clients mini 

institutions can apply these patches to their local 
systems on their own .  These 

some improvements that clients requested and 
voted on in a monthly user group meeting with 
the vendor.

to 
prepare for applying some of these recent 
upgrades to the system and get it as current as 

by the vendor to keep the system in good health.  

This series of upgrades should be applied to the 

the following improvements: 

Report
Continuing Review Data activity on multisite
studies.

An Expiration Date column will be added to the
IRB Project > In Review tab.

submit an
RNI for their related submissions.

RNI could
edit or submit it.

Those who create RNIs will be able to run an
activity called Manage Editors to add anyone in
the system to the RNI so they can also edit the
RNI.

RNI submission forms will be editable when
sent back to the user in an Action Required
state.

will be made available upon the release – users 

under NIH PROTECT Release Notes once the 

COMING SOON: IMPROVED 
HELP TEXT AND APPLICATION 
QUESTIONS 

s 

improve some of the IRB SmartForm Application 
questions and the system’s “help 

to understand and to gain more 
complete responses on the forms.  

these improvements in the following IRB 
Submission Type forms:

Initial Study Application

Application

Reportable New Information Application

A more detailed description of how the questions 

system email blast once the release goes live in 

to be sure not to change the meaning of any 
questions, nor did we add any new questions. 



 

RESULTS & RESPONSE: PROTECT CUSTOMER SATISFACTION SURVEY

OHSRP Education Series

OUTREACH



ACCREDITATION UPDATES

WHAT TO EXPECT

do not





 

WHAT IS NEXT

We will continue to review the remainder of the 
policy series to look for any needed updates. 
If you have a policy suggestion, please write 
to heather.bridge@nih.gov. We will keep you 
apprised of future policy revisions here in this 
newsletter. However, if any time sensitive or 
important policy changes are made, we will 
certainly inform you via announcements such as 

WHAT'S NEW

gave a brief preview of a new policy that is 
coming soon, 

Townhall slides posted on the 

new policy after it is published. We 
hope to publish this new policy this Fall.



UPDATES COMING TO THE REPORTABLE NEW INFORMATION FORM

step 1 below.) Then click on the ellipsis which will allow you to select others who will be able to edit 



state.

deviation, UP, short form use, etc.)  To access this report, click on the IRB tab and then on Reports 
(step 1 below).  Once the page of reports opens, go to the last item in the section with the various 

below.  Select “Category” from the dropdown (step 3 below).  Then enter the category of event that 

below).



 

NIH INVESTIGATOR SEMINAR 
SERIES 

NIH Investigators and Multi-
Site Research

in vitro



OHSRP EDUCATION SERIES 
SESSIONS 

IVDs, LDTs, FDA and CLIA:  Understanding the 
Alphabet Soup of Laboratory Assay

IRB 
Review of Research Involving AI

Key Ethical Issues in 
Pediatric Research

CARE: A Model for the 
Integration of Cultural Humility into Human Subjects 
Research

 

OHRP Town Hall 

Community-Engaged 
Research to Address Cardiometabolic Health 
Disparities



 

CONTACT OHSRP COMPLIANCE & TRAINING


