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1. Overview:  Revised  HHS  Regulations  &  
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– Stacey  Goretzka,  C.I.P.
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Overview:  Revised  HHS  
Regulations  &  New  NIH  

Policies



Does  my  study  involve  Human  
Subjects  (HS)?

Application  due  date  
on/after  January  25,  2018

Use  FORMS-­E

All research  involving  Human  Subjects:

üNew  form:  PHS  Human  Subjects  and  Clinical  Trials  Information

üUse  of  a  single  IRB  for  domestic,  multi-­site  studies

https://grants.nih.gov/policy/clinical-trials/new-human-subject-clinical-trial-info-form.htm


Research  that  meets  the  NIH  definition of  a  Clinical  Trial:

üClinical  trial-­specific  FOAs
üNew  review  criteria

üTraining  in  Good  Clinical  Practice  (GCP)
üExpanded  reporting  in  ClinicalTrials.gov

Is  my  study  a  Clinical  Trial  (CT)?

Application  due  date  
on/after  January  25,  2018

Use  FORMS-­E



Is  my  study  a  Clinical  Trial  (CT)?

Does  your  study…
1. Involve  one  or  more  human  participants?
2. Involve  one  or  more  interventions?
3. Prospectively  assign  human  participant(s)  to  
intervention(s)?

4. Have  a  health-­related  biomedical  or  behavioral  outcome?  



Is  my  study  a  Clinical  Trial  (CT)?

Does  your  study…
1. Involve  one  or  more  human  participants?
2. Involve  one  or  more  interventions?
3. Prospectively  assign  human  participant(s)  to  
intervention(s)?

4. Have  a  health-­related  biomedical  or  behavioral  outcome?  

If  “YES”  to  all  four,  your  study  is  defined as  a  clinical  trial



Mechanistic  Clinical  Trials

• Please  read  NOT-­OD-­18-­010:  “NIH  Plans  for  Clinical  Trial  
Specific  Parent  R01  and  Parent  R21  FOAs”  

Details  on  mechanistic  exploratory  studies  that  meet  the  
definition  of  a  CT  however  are  not  designed  to  demonstrate  
clinical  improvement

• Also,  Clinical  Trial  case  studies posted  through  the  NIH  
Office  of  Extramural  Research  (evolving)
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https://grants.nih.gov/grants/guide/notice-files/NOT-OD-18-010.html
https://grants.nih.gov/policy/clinical-trials/case-studies.htm


Does  my  FOA  allow  CTs?

• After  January  25,  2018,  all  FOAs  will  be  designated:
1. “Clinical  Trials  Not  Allowed”
2. “Clinical  Trials  Optional”
3. “Clinical  Trials  Required”

• Check  the  FOA  online  8  weeks prior  to  due  date  for  updates
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Does  my  FOA  allow  CTs?



Does  my  FOA  allow  CTs?



New  Review  Criteria  for  Research  Project  
Applications  Involving  Clinical  Trials

(NOT-­OD-­17-­118)

1. For  trials  focusing  on  mechanistic,  behavioral,  physiological,  
biochemical,  or  other  biomedical  endpoints,  is  this  trial  needed  to  
advance  scientific  understanding?

2. Are  the  study  populations,  proposed  interventions,  and  duration  
of  the  trial  appropriate  and  well-­justified?

3. Amended/Revised  Significance,  Investigator,  Innovation,  
Approach,  Environment,  and  Study  Timeline…

https://grants.nih.gov/grants/guide/notice-files/NOT-OD-17-118.html


Training  in  Good  Clinical  
Practice  (GCP)  – CITI  MIAMI

1. Training  in  Good  Clinical  Practice  (GCP)  for  key  personnel  must  
be  renewed  every  3  years

2. “Good  Clinical  Practice  and  ICH”  – CITI  Training (it’s  free!)
A. Log  in  to  CITI  MIAMI
B. “Main  Menu/My  Courses”
C. “Medical  University  of  South  Carolina  Courses”  à “Add  a  Course”
D. “Human  Subjects”  à “Basic  course”à ”Good  Clinical  Practice  and  ICH”

https://www.musc.edu/citi


Additional  NIH  CT  Requirements
• Register  all  NIH  funded  trials  and  report  results  in  ClinicalTrials.gov
• All  phases
• All  interventions  (FDA  regulated,  behavioral,  other)
• All  mechanisms  (grant,  coop,  agreement,  contract)

• Registration:  no  later  than  21  days  after  enrollment  of  first  subject

• Reporting:  no  later  than  1  year  after  trial’s  primary  completion  date  

https://www.clinicaltrials.gov/


Single  IRB  (sIRB)  –
New  and  re-­competing  HS  research  
applications

Starting  January  25,  2018!

NIH  will  require  all  domestic  sites  in  newly  funded  multi-­site  studies  
conducting  the  same  protocol to  use  a  single  IRB  
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PHS  HS  &  CT  Information  Form

video  tour

https://www.youtube.com/watch?v=nz9NWFhYOG8&list=PLOEUwSnjvqBJeHcb4yai7_fDnFZFPEmQK&index=1
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PHS  HS  &  CT  Information  Form  

video  tour



If  “No”  To  Human  Subjects…
provide  justification  for  human  
materials/data,  if  applicable

If  research  involves  use  of  human  materials  only,  justify  the  claim  of  “No”  to  
HS:

1. Explain  how  the  material  was  not collected  primarily  for/by  your  
proposed  study

2. Clarify  the  source  (repository,  purchased  commercially)

3. No  investigator  can  access  the  ID  for  coded  data  (including  code  
key)
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Advice  from  the  NIH

1. Work  with  POs
2. Be  detailed
3. Apply  Early!

MUSC  Contacts:
Alexis  Nagel,  Ph.D.  (Office  of  Research  Development)
nage@musc.edu

Stacey  Goretzka (Institutional  Review  Board)
goretzka@musc.edu

Darren  McCants  (Office  of  Research  &  Sponsored  Programs)  
mccantsd@musc.edu



1. High  Level  Summary  of  Forms-­E  Changes

2. Forms-­ E  Instructions and  video

3. NIH  OER  Human  Subjects  Website:  Infographics,  Flow  charts,  Policy  
Updates

4. NIH  Definition  of  Clinical  Trial

5. Single  IRB  Policy

6. NIH  Data  and  Safety  Monitoring  

7. SF  424  &  Electronic  Submission  Page  

8. NIH  Grants  How  to  Apply  Application  Guide

Resources  (linked)

https://grants.nih.gov/grants/funding/high-level_summary_of_form_changes-FORMS-E.pdf
http://grants.nih.gov/grants/how-to-apply-application-guide/forms-e/general/g.500-phs-human-subjects-and-clinical-trials-information.htm
https://www.youtube.com/watch?v=nz9NWFhYOG8&list=PLOEUwSnjvqBJeHcb4yai7_fDnFZFPEmQK&index=1
https://humansubjects.nih.gov/
http://grants.nih.gov/grants/guide/notice-files/NOT-OD-15-015.html
https://osp.od.nih.gov/clinical-research/irb-review/
https://osp.od.nih.gov/clinical-research/irb-review/
http://grants.nih.gov/grants/funding/424/index.htm
https://grants.nih.gov/grants/how-to-apply-application-guide.html
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PHS  HS  &  CT  Information  Form  

video  tour

https://www.youtube.com/watch?v=nz9NWFhYOG8&list=PLOEUwSnjvqBJeHcb4yai7_fDnFZFPEmQK&index=1


Required  for  Clinical  Trial  studies
Required  for  Human  Subjects  studies

Section  1  -­
Basic  Information



Required  for  Clinical  Trial  studies
Required  for  Human  Subjects  studies

Section  2  -­
Study  Population  
Characteristics



Required  for  Clinical  Trial  studies
Required  for  Human  Subjects  studies

Section  3  -­
Protection  and

Monitoring  Plans



Section  4  -­
Protocol  SynopsisRequired  for  Clinical  Trial  studies

Required  for  Human  Subjects  studies
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Required  for  Clinical  Trial  studies
Required  for  Human  Subjects  studies

Section  5  –
Other  Clinical  Trial-­
related  Attachments



Delayed  Onset  Study

• HS  anticipated  but  specific  plans  
can’t  be  described  at  time  of  
application

• Must  provide  JUSTIFICATION  
why  delayed  onset.  Include:

1. Assurance  that  you  will  follow  
NIH  policy  for  submission  of  
appropriate  information  before  
involving  HS

2. Will  provide  sIRB info  prior  to  
start  of  HS  study




