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IVERSITY OF 
SOUTH ALABAMA 

esearch Complia ce & Assura ce 

COVID-19 a n d Re gu la t o ry Re se a rch  Act ivit ie s 

The Office  of Resea rch  Com pliance  and  Assurance  page  se rves  as your m ost  
up-to-da te  inform ation  on  how COVID-19 m ay im pact regula tory resea rch  
activitie s. Resea rch  adm inistra tion  has con tinue d  opera tions throughout th is  
critica l pe riod , withou t in te rruption . Resea rch  com pliance  sta ff recognized  
the ir critica l m ission  rem ained  unchanged.  Like  everyone , we  a re  adapting to  
change  e ffective ly and  e fficien tly by working rem ote ly.  The  sta ff has rem ained  
vigilan t and  com m itm ent to  ensuring the  University conducts re sea rch  
activitie s consiste n t with  institu tiona l and  regula tory requirem en ts.  

COVID-19 resea rch  proposa ls a re  conside re d  tim e  sensitive  and  a re  
conside red  priority re views, to  facilita te  a  qu ick turna round tim e .  Resea rch  
Com pliance  has a lso optim ized  its  p rocesses in  reviewing PI-in itia ted  hum an 
subjects’ re sea rch  studies tha t require  loca l USA Data  Safe ty Monitoring Board  
(DSMB) review. The  DSMB eva lua tes resea rch  da ta  on  an  ongoing basis to  
a ssure  pa rticipant sa fe ty and  study in tegrity.  This process a llows subm issions 
to  the  USA IRB and USA DSMB concurren tly ra the r than  
sequentia lly. Facilita ting regula tory com m ittee  reviews on  a  pa ra lle l track, to  
the  exten t possib le , will enhance  the  tim e liness of the  overa ll review and  
approva l process.  We would  like  to  extend  our apprecia tion  for the  e fforts and  
com m itm ent  to  our hea lthca re  workers in  the  USA Hea lth  Syste m  and  
m em bers of our regula tory com m ittees, no tab ly the  Institu tiona l  Review 
Board , Da ta  Safe ty Monitoring Board , Institu tiona l An im al Care  and  Use  
Com m ittee , and  Institu tiona l Biosa fe ty Com m ittee . To da te , sixte en  COVID-19 
re la ted  projects have  been  reviewed and  approved .  

As a lways, if the re  a re  specia l requests or any othe r a ssistance  needed ,  p lease  
contact the Office  of Research  Com pliance  and  Assurance  we  will be  happy to 

https://www.southalabama.edu/departments/research/compliance/
https://www.southalabama.edu/departments/research/compliance/staff.html


 

   
     

 

  

 
 

  
  

    
   

   
      

  
    

 
 

    

   
   

  
 

 
  

ORMED 

CONSENT 

he lp .  Everyone  stay hea lthy and  take  ca re  during these  unusua l  
circum stances. 

When a Research Subject Cannot Physically 
Sign Informed Consent 

Inform ed consen t m ust be  signed  by a ll adult re sea rch  subjects prior to  
enrollm e nt in  a  study unless the  IRB approves a  wa iver of docum enta tion  for  
in form ed consent.  In  instances of re sea rch , if an  ind ividua l is  una ble  to  
actua lly sign  consen t because  of a  physica l ab ility, m en ta l com pe tency, e tc., it 
m ay not be  justifiab le  for wa iving consent docum enta tion .  Ra the r, these  
ind ividua ls who have  experie nced  m edica l conditions or in juries m ay be  ab le  
or have  m echanism s tha t a llow th is subject popu la tion  to  provide 
a signa ture .  Specifica lly, the  USA IRB a llows any m ark by the  resea rch  subject  
to  fu lfill the  signa ture  requirem en t. If the  subject is  no t ab le  to  m ake  a  m ark  
(typ ica lly an  “X”) of any type  on  the  conse nt, a  witness m ust then  pa rticipa te  in  
the  consen t process.  The  role  of the  witness is  to  obse rve  conse nt  
docum en ta tion , the  subject’s ve rba l agreem ent, and  the  witness m ust sign  and  
da te  the  conse nt docum ent.  In  these  circum stances, a  witness signa ture  can  
be  inse rted  by pe n  if  warran ted .  Fina lly, docum enta tion  is  critica lly im portan t 
and  the  resea rch  record  should  include  the  circum stances associa ted  with  the  
eva lua tion  of a  subject’s physica l cond ition .  

If a  poten tia l subject does not have  physica l lim ita tions to  preve nt sign ing or  



 

 
     

     
  

  
 

 

  

 

   
  

 
  

 
   

  

   
   

 
 

m aking a  m ark on  the  consent docum ent, and  resist to  sign  on  the ir beha lf,  
the  consen ting process m ust be  stoppe d .  A pote n tia l subject cannot be  
enrolle d  in  a study until the  resea rch  site  subm its an  am endm e nt to the  IRB 
seeking approva l to  e nroll the  sub ject without obta in ing a  signa ture  or gran t  
pe rm ission  by anothe r ind ividua l to  sign , regard less  of the  subje ct’s condition  
to  sign  on  the ir own beha lf.  

Documenting the Informed Consent Process 
To m any, the  te rm informed consent is  m istakenly viewed as the  sam e  as  
ge tting a  resea rch  pa rticipant's  signa ture  on  the  consent form . FDA be lieves  
tha t ob ta in ing a  research  pa rticipant's  ve rba l or written  inform e d consent is  
on ly pa rt of the  proce ss.  

For FDA-regula ted  studies, the  FDA expects  tha t “the  case  h istory  for each  
ind ividua l sha ll docum ent tha t  in form e d consent was obta ined  prior to  
pa rticipa tion  in  the  study”. Furthe rm ore , by docum enting the  inform ed 
consent process, the  Investiga tor is  ab le  to  dem onstra te  tha t no  resea rch  
procedures were  com ple ted  prior to  the  subject provid ing  the ir consent.  

Additiona lly, for non-FDA-regula ted  stud ie s, study team s should  a lso conside r  



 

   
    

  
 

   
   

  

 

  

  
 

  
 

    
  

 
   

 
   

   
 

  

 
 

docum en ting the  consent process.  This is  pa rticu la rly he lpfu l for any outside  
reviewers to  e fficien tly de te rm ine  tha t  in form ed consent ru les were  followed.  

For m ore  inform ation , including a  standard ized  Inform ed Conse nt Process  
Docum enta tion  form can  be  found on  the  Inform ed Consent  in form ation  
tab on  the  Research  Com pliance  website .  

Exp or t  Con t ro l Re se a rch  

As a  rem inder, a  Technology Control Plan  (TCP) is  required  for a ll export-
controlled  resea rch . A TCP is a  custom ized  m anagem ent p lan  wh ich  outlines  
the  procedures in  p lace  to  prevent access to  export-con trolled  item s, 
technologies, da ta , or in form ation  by  unau thorized  ind ividua ls.  In  short,  
Export Contro ls regula te  the  sh ipm ent  or transfe r, by wha tever m eans, of  
controlled  item s, technology, software , or se rvices outside  of U.S. (te rm ed an  
“Export”). Possib ly  of  even  a  grea te r e ffect on  the  un ive rsity, is  re strictions  
im posed  by the  governm ent a ssocia ted  with  the  re lease  of ce rta in  inform ation  
to  fore ign  na tiona ls in  the  U.S. (re fe rred  as  a  “Deem ed Export”).  What does th is  
m ean?  The  export control regu la tions sta te  tha t Deem ed Exports m ay happen  
when an  ind ividua l from  a  pa rticu la r ba rred  (de fined  by the  sponsoring agency  
or the  US governm e n t) country of origin ob ta ins access, da ta , or knowledge  
with  restricted  equipm ent, m a te ria ls, technology, and  by visua l inspection  
without d irect contact of the  item s. 

https://www.southalabama.edu/departments/research/compliance/humansubjects/informed-consent.html
https://www.southalabama.edu/departments/research/compliance/humansubjects/informed-consent.html


 

  
  
   

 
   

 

 

  

 
 

 
      

  

 
 

 
 

 
 

 

 

 

 

OF INTEREST 

A Technology Con trol Plan  m ust include  a  p re -approved  list of pe rsonne l who 
is gran ted  pe rm ission  to  work on  the  resea rch  project. Project pe rsonne l a re  
required  to  read  and  sign  the  TCP, as we ll as annua lly.  The  Principa l  
Investiga tor m ust notify the  Office  of Resea rch  Com pliance  and  Assurance  of  
any pe rsonne l changes (additions and  rem ova l) so tha t the  TCP can be  
upda ted  and  approve d .  

Applicant/Recip ien t COVID-19 Upda te  History  

Grants adm inistra tion  guidance  to  the  com m unity regard ing COVID-19 is 
rap id ly evolving. Use th is h igh-leve l sum m ary of NIH upda tes  to identify wha t's 
new. 

Sa liva  Test for COVID-19 Approved  for Em e rgency Use  by FDA 

What Do Antibody Te sts For SARS-CoV-2 Te ll Us Abou t Im m unity? 

To acce le ra te  innova tion , the  CDC should  e ase  lim its on  wh ich  labs can  handle  

the  coronavirus  

COVID-19: New anim al da ta  back up  Gilead 's  rem desivir a s othe r trea tm ent  

candida tes em erge  

https://ovpr.createsend1.com/t/r-l-jhhkohl-l-jj/
https://ovpr.createsend1.com/t/r-l-jhhkohl-l-jt/
https://www.the-scientist.com/news-opinion/first-saliva-test-for-covid-19-approved-for-emergency-use-by-fda-67416?utm_campaign=TS_DAILY%20NEWSLETTER_2020&utm_source=hs_email&utm_medium=email&utm_content=86327213&_hsenc=p2ANqtz-84190XDDOv_KAd0GLFyB79WP-gVPrcKjYHOlSNxNDb_j_2Cng3K8jNWmCRHyY8SsV5EQbn9ulhVexxif16dGW2xEEKGuaCA_Oiv0GRtzR7Gu3rm6Q&_hsmi=86327213
https://www.the-scientist.com/news-opinion/what-do-antibody-tests-for-sars-cov-2-tell-us-about-immunity--67425
https://www.statnews.com/2020/04/14/allow-bsl-2-labs-handle-novel-coronavirus/
https://www.statnews.com/2020/04/14/allow-bsl-2-labs-handle-novel-coronavirus/
https://www.fiercebiotech.com/research/covid-19-new-animal-data-backs-up-gilead-s-remdesivir-as-other-treatment-candidates-emerge
https://www.fiercebiotech.com/research/covid-19-new-animal-data-backs-up-gilead-s-remdesivir-as-other-treatment-candidates-emerge


 

 

 
 

 

   
 

   
 
   

 
 

 
    

 
 

 

From  m ice  to  m onkeys, an im als stud ied  for coronavirus answers  

Copyright © 2020 University of South Alabama, All rights reserved. 
You are receiving this email from the Office of Research Compliance and Assurance to disseminate new 

noteworthy information and news update. 

Our mailing address is: 
University of South Alabama 

307 N University Blvd 
AD 240 

Mobile, AL 36688-3053 
Add us to your address book 

https://science.sciencemag.org/content/368/6488/221
https://southalabama.us18.list-manage.com/vcard?u=cbbffa784f2b63f0a764e4aa3&id=e21e4aab86
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