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What is research and why do we do it?

Research - A sys temat i c  i nves t iga t i on  in to  and s tudy  o f  mate r i a l s  and  source s  in  

o rder  to  es tab l i sh  f ac ts  and reach  new conc lu s i ons .  (Webs te r  2023)  

Cl in ica l  Research – Research  tha t  i nvo lves  human sub jec t s .  

Examples :

C l in i ca l  t r i a l s - tes t ing  t rea tmen t  opt ions  o r  new dev i ces  ( i . e .  Hea ley  P la t fo rm Tr ia l )

B iorepo s i t o ry  s tud ies - co l l e c t i ng  b io log i c a l  samples  ( i . e .  Targe t  ALS)

Observa t i ona l  s tud ie s - co l l e c t ing  genera l  da ta  f rom par t i c i pan t s  w i th  the  d i sease  ( i . e .  

ALS  Natura l  H i s to ry )

Why do we conduct research with 

the ALS community?

1 . T o  b e t t e r  und e r s t a nd  A L S  a s  a  d i s e a s e

2 . T o  i d en t i f y  s a f e  a nd  e f f e c t i v e  t r e a tm en t s  f o r  A L S  a nd  i t ’ s  s ym p to m s

3 . T o  d e ve l o p  n ew  d i a g no s t i c  t o o l s  f o r  e a r l y  d e t e c t i o n

Al l  wi th  the goa l  o f  improv ing c l in ica l  outcomes  for  pat ients  wi th  

ALS



Who is involved in research?

Scientific community: Clinicians and researchers

Industry: Pharmaceutical companies and laboratories

Government: NIH, FDA, DHHS

Ethics Board: Institutional Review Board (IRB)

And, of course, patients and caregivers!

Patients volunteer to participate in research.

“Human subjects”
“Research participants”



NUREMBURG 

CODE (1948)

Defines ethical behavior in 

the conduct of research 

using human subjects.



DECLARATION OF 

HELSINKI (1964)

Developed by the World Medical 

Associat ion, these ethical 

pr incip les provide guidance to 

physic ians and others involved in 

human subject research. It  is  the 

basis for Good Cl in ical Pract ice 

(GCP), standards adopted by 

medical associat ions in var ious 

countr ies.



NATIONAL 

RESEARCH ACT 

(1974)

Passed by US Congress in response to the US 

Publ ic Health Service Syphi l is  Study at 

Tuskegee, this Act establ ished the existence 

of IRBs to review and oversee studies 

involving human subjects.

These pr incip les have been formal ly adopted 

by Northwestern Univers ity to:

1. Protect research par t ic ipants

2. Preserve the integr ity of the sc ience



HENRIETTA 

LACKS (2023)

Henr iet ta  Lacks  had  cerv i ca l  cancer .

Ce l l s  f rom her  cerv i ca l  b iopsy were  taken w i thout  

her  consent to  undergo research tes t ing w i thout  her  

knowledge.  

Her  ce l l s  l i ved  and  are  immorta l ,  became HeLa ce l l s

P layed  a  ro le  in  deve lop ing the  po l io  vacc ine  and  

the  COVID-19 vacc ines

Further  p roved  the  importance  o f  in fo rmed consent  

and pat ient  unders tand ing o f  s tud ies

Henrietta Lacks, ITV/Rex USA



ETHICAL PRINCIPLES IN 

SUMMARY

• Ethical pr incip les have been 

created by local,  nat ional 

and internat ional groups to 

ensure protect ion of human 

subjects 

• IRBs work to ensure the 

safety of research pat ients, 

their  r ights, their  autonomy 

and their  wel lbeing

• The rules that govern 

research are in place to 

protect research subject 

and ensure sc ient i f ic  

integr ity



Informed Consent

The purpose of informed consent is to ensure patients are provided all the 
information necessary to make informed choices about participating in research.

Informed Consent Process

Informed Consent Form

It begins with the first contact with the patient, continues through the study, and 
ends with post-study communication (i.e. sharing results).



Informed Consent  Process

The  in fo rmed  consen t  proce ss  i s  a  d i scuss i on  about  

key  in fo rmat i on  tha t  i s  most  l i ke l y  to  ass i s t  the  

pa t i en t  i n  unders tand ing  the  research .  The  proce ss  

invo lves:

• Research  team,  pa t i en t ,  f am i l y ,  ca reg ive r s ,  and  

o ther  hea l thcare  prov i de r s

• Conduc ted  in  a  qu ie t ,  p r i va te  room

• With  adequa te  t ime  to  read  the  consen t  f o rm

• And ask  ques t i ons  throughou t  the  process  

about  par t i c i pa t ing  in  the  resear ch

• Rev iew the  s tudy  se tup,  bene f i t s ,  r i sk s ,  and  

a l te rna t i ve s  to  resear ch  

• C lear l y  s ta te  tha t  a l l  research  i s  vo lunta ry ,  you  

are  not  s ign ing  away  r ights  when s ign ing  a  

consen t  

• Rev iew the  schedu l e  o f  events ,  the  pro to co l ,  

and  any  opt i ona l  e l ements  



Informed Consent  Form

The  in fo rmed  consen t  f o rm i s  a  document  tha t  

conta in s  a l l  the  key  in fo rma t i on  about  

par t i c i pa t i ng  in  research .  The  fo rm i s :

• Wri t ten  in  the  pa t i en t ’ s  p re fe r red  l anguage

• Us ing  l anguage  tha t  i s  eas i l y  unders tood  by  

most  peop le

• With  s igna tu re  l i nes  fo r  pa t i en t ,  resear che r  

comple t ing  the  in fo rmed consen t  proce ss ,  

and  somet imes  a  l ega l l y  au thor i z ed  

represen ta t i ve

Par t i c i pan t s  must  be  g iven  a  copy  o f  the  s igned 

in fo rmed  consent  f o rm.

A l l  consen t  f o rms a re  rev iewed by  and approved  

by  an  IRB



What is discussed during the informed consent process?

Study background

Participation and responsibilities

Risks, benefits, alternatives

Data and confidentiality



What  i s  d i scussed dur ing the  in formed consent  process?

Study  background:

• Who i s  f und ing  the  s tudy  ( i . e .  sponsor )

• Who rev iews and  app roves  the  s tudy  ( i . e .  Ins t i tu t i ona l  Rev iew 

Board )

• Why you  a re  be ing  asked  to  pa r t i c ipa te  in  the  s tudy

• The  purpose  o f  the  s tudy

• The  dura t i on  o f  the  s tudy

• Where  the  s tudy  w i l l  t ake  p lace

• Contac t  i n f o rmat ion f o r  whom to  speak  to  about  s tudy  pa r t i c ipat i on  

and  ove rs igh t



What  i s  d iscussed dur ing the informed consent  process?

Par t i c ipa t i on  and  respons i b i l i t i e s :

• The  s tudy  des ign  and v i s i t  s chedu le

• A desc r i p t i on  o f  the  s tudy  groups  and randomiza t i on  in to  those  groups  

( i f  app l i cab l e )

• Def in ing  the  p lacebo  and s tudy  drug(s )  ( i f  app l i c ab l e )

• A desc r i p t i on  o f  the  assessments /p rocedu re s  tha t  w i l l  be  done  dur ing  

s tudy  v i s i t s

• The  cos t s  o f  par t i c i pa t ing  in  the  resear ch

• The  respons i b i l i t i e s  as  a  research  par t i c i pan t

• Proh i b i t ed  and a l l owed med i ca t i ons

• Repor t i ng  s ide  e f f ec ts  and new hea l th  i s sues



W h a t  i s  d i s c u s s e d  d u r i n g  t h e  i n f o r m e d  c o n s e n t  p r o c e s s ?

R i s k s ,  b e ne f i t s ,  a l t e r n a t i v e s :

• T he  r i s k s  a s s o c i a t e d  w i t h  s t ud y  p r o c ed u r e s

• T he  r i s k s  a s s o c i a t e d  w i t h  t h e  s t ud y  i n t e r v en t i o n  ( i . e .  s t ud y  d r ug  o r  d e v i c e )

• A  d i s c u s s i o n  a b o u t  r e p r o d u c t i v e  r i s k s  f o r  f em a l e s  a nd  m a l e s

• A  r e a s o na b l e  d e s c r i p t i o n  o f  t h e  p o t en t i a l  b ene f i t s ,  i n - d i r e c t  a nd  d i r e c t ,  t o  

p a r t i c i p a t i n g

• H o w  t o  s t o p  p a r t i c i p a t i n g  a nd  wha t  h a p p en s  i f  y o u  c ho o s e  t o  d o  s o

• T he  a l t e r n a t i v e s  t o  p a r t i c i p a t i n g

o N o t  t o  p a r t i c i p a te

o Othe r  s t ud i e s

o F DA - a p p r oved  m ed i c a t i o n



What i s  d iscussed dur ing the  in formed consent process?

Data  and  con f i dent ia l i ty:

• A desc r ip t ion o f  how your  research data  w i l l  be  used  and  by  

whom

• Where your  data  w i l l  be  s to red  and  fo r  how long

• Whether  i t  w i l l  be  poss ib le  to  des t roy your  data  i f  you  s top  

par t i c ipa t ing

• The s teps  researchers  w i l l  t ake  to  secure  your  data

• A l i s t  o f  en t i t i es  who can  v iew and  access  your  research data

• Spec i f i c  de ta i l s  about  the  conf ident ia l i ty  o f  genet i c  in format ion



Signing the informed consent form

The informed consent form is not a contract.

Participation in research is voluntary and may be stopped at any time.

Researchers need the informed consent form to document a patient’s decision to 
participate.

Though the signing of the informed consent document is the most visible feature 
of this process, informed consent begins with recruitment and continues 
throughout the course of the study.

If aspects of the study change, participants must be informed about those 
changes and consent to continue in the study.



Tips  f rom a  researcher ’s  perspect ive:

1. Send  pat ient  consent  fo rm in  advance  to  a l low add i t iona l  t ime to  read  

and  comprehend

2. Re- i te rate  the  durat ion o f  the  s tudy  and  s tudy  v i s i t s  ( i . e .  2  hours )

3. Walk  th rough what  a  typ ica l  s tudy  v i s i t  wou ld  fee l  l i ke  f rom 

par t i c ipant ’ s  perspect ive

4. D i f f e rent ia te  s tudy  resu l ts  f rom rout ine  care  resu l ts

5 . Spend  add i t iona l  t ime exp la in ing d i f f e rent research cohorts  ( i . e .  

Reg imen A,  p lacebo)

6 . St ress  the  a l te rnat ives  ava i lab le…there a re  a lways  a l te rnat ives !

7. Rev iew a l l  res t r ic ted  med ica t ions  AND supp lements

8 . Be  rea l i s t i c  about  po tent ia l  bene f i t s ;  do  no t  es tab l i sh  unrea l i s t i c  

expec tat ions

9 . D i f f e rent ia te  be tween d i sease  p rogress ion and  research- re lated  in ju ry



Summary

Ethical principles in research
• There are many stakeholders in research
• Milestones in ethical conduct of research: Nuremburg, Helsinki, and National Research Act
• Framework for conducting research that protect human rights

Informed consent
• A process to share information about a study, comprehend participation, and volunteer
• Ongoing process
• Shared responsibility between researchers and participants 



QUESTIONS?


