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What do we want to be?

We  want to  b e come  a re liab le  site  to  carry out clinical stud ie s.

De fin it io n

In clinical re search, a site  (or clinical trial site ) re fe rs to  the  p hysical location whe re  a clinical 
trial is cond ucted . It is the  p lace  whe re  p articip ants are  enro lled , treated , monitored , and  
whe re  stud y d ata is co lle cted .
A site  op e rate s und e r the  sup e rvision of a q ualified  healthcare  p rofe ssional known as the  
Princip al Investig ator (PI), sup p orted  b y a d ed icated  re search team.



What is a Clinical Research Trial?
Clin ica l re se a rch  is me d ical re search that stud ie s p e op le  to  
und e rstand  health and  d isease . Clinical re search he lp s imp rove  the  
way d octors treat and  p re ve nt illne ss. Throug h clinical re search, 
re searche rs learn:

• How the  b od y works
• How illne ss d e ve lop s in p e op le , such as how d isease s g e t b e tte r or 

worse  ove r time
• How the  b od y hand le s a p ossib le  treatme nt
• Which b e haviors he lp  p e op le  stay healthy and  p re ve nt illne ss, and  

which b e haviors raise  the  chance  of illne ss

The  g oal is to  use  scie nce  to  imp rove  p e op le ’s health care  and  health 
ove r time . The  p articip ants who jo in and  take  p art in clinical re search 

stud ie s may or may not g e t any b e ne fit for the mse lve s.



Phases of Clinical Trials
What a re  clin ica l tria l p hase s?
The  stag e  of a clinical trial stud ying  a d rug  or b io log ical p rod uct, b ase d  on d e finitions d e ve lop e d  b y the  U.S. Food  and  
Drug  Ad ministration (FDA). The  p hase  is b ase d  on the  stud y's ob je ctive , the  numb e r of p articip ants, and  o the r 
characte ristics.

The stage of a clinical trial studying a drug or biological product, based 
on definitions developed by the U.S. Food and Drug Administration 
(FDA). The phase is based on the study's objective, the number of 
participants, and other characteristics.

441 Clinical Trial, LLC  Focus Phase s



Types of Clinical Trials
441 Clinical Trials, LLC will focus on the  fo llowing  typ e s:

• Typ e  2 Diab e te s
• Hyp e rte nsion
• Gout
• Rhe umatoid  Arthritis
• Gastroe sop hag eal re flux (Heartb urn)
• Ob e sity
• Psoriasis
• Card iovascular 
• Irritab le  Bowe l Synd rome  (IBS)
• Asthma
• Ulce rative  Colitis
• Ane mia
• Othe r d iag nosis



What happens during clinical research?
Be fo re  clin ica l re se a rch  b e g ins
Clinical re search re lie s on p e op le who join. Peop le who are thinking ab out jo ining a stud y g e t information ab out the
stud y to he lp them d ecid e . Re search staff are availab le to answe r the ir q ue stions. This p roce ss is calle d in fo rm e d
co nse nt . It’s the main way p e op le g e t stud y information b e fore d e cid ing whe the r to jo in a stud y.

In fo rm e d co nse nt is a p roce ss that includ e s a d ocument that has imp ortant information ab out taking p art in the stud y,
includ ing :

• A d e scrip tion of what will hap p e n d uring the stud y
• Who can join the stud y
• How much of p articip ants’ time the stud y will take
• Any p ayme nts and costs, such as p ayme nt p articip ants g e t from taking p art and any costs particip ants may ne e d to

p ay
• The known b e ne fits and risks of taking p art in the stud y

Othe r ways p e op le can g e t information ab out a stud y may includ e :

• Asking the re search stud y staff q ue stions
• Read ing b rochure s or we b site s
• Watching vid e os ab out the stud y

If some one has d iscussed the stud y with the re search staff, has had the ir q ue stions answe re d , and ag re e s to jo in the
stud y, the y sig n the informed conse nt form. Even if the y sig n the informed consent, the y can leave the stud y at any time
and for any reason. If the y d e cid e to leave , the y can talk to the re search staff to d o so safe ly.



What happens during clinical research?

During clin ica l re se a rch
Clinical re search hap p e ns in many ways, d e p e nd ing on the typ e of stud y. The y may take a fe w d ays, we e ks, or e ve n years.

Re searche rs may assig n p articip ants into d iffe re nt g roup s. This hap p e ns in stud ie s that comp are an inte rve ntion to
some thing e lse . For examp le , re searche rs may:

• Comp are 2 d rug s to se e which works b e tte r or has fe we r unwante d sid e e ffe cts
• Comp are a d rug to a p lace b o (a sub stance or treatme nt that looks like the d rug , and is g ive n in the same way, b ut has

no active d rug )
• Comp are g e tting a treatme nt to no treatme nt

Ho w d o e s jo in ing  a  stud y a ffe ct  p a rt icip ants’ usua l he a lth  ca re ?
In most stud ie s, p articip ants can ke ep se e ing the ir re gular d octors. If nee d ed , the re search staff will work with p articip ants’
d octors to make sure that b e ing in the stud y will not cause p rob le ms. In some stud ie s, p articip ants may have to chang e or limit
the ir usual health care , such as stop p ing othe r me d icine s the y take .



What happens during clinical research?

What if p a rt icip ants have  he a lth  p ro b le m s d uring  clin ica l re se a rch?
Re search staff will exp lain what to  d o  if p articip ants have  health p rob le ms d uring  the  stud y. Usually, re search staff ask p articip ants 
to  re p ort health p rob le ms to  the m rig ht away. Re search staff includ e  d octors and  nurse s who will work with p articip ants and  the  
p articip ants’ re g ular d octors to  ad d re ss the  p rob le m.

A g roup  of exp e rts may also  ove rse e  what is hap p e ning  in the  stud y. If the y have  a safe ty conce rn, the y contact the  re searche rs 
rig ht away.

If ve ry se rious health p rob le ms hap p e n to  p articip ants d uring  the  stud y, the  re searche rs may stop  the  stud y.

Particip ants can choose  to  leave  the  stud y, calle d  "withd rawal", at any time  and  for any reason. If the y d e cid e  to  leave , the y can 
talk to  the  re search staff to  d o  so  safe ly.

Ho w  d o  re se a rche rs co lle ct  d a ta?
During  the  stud y, re searche rs colle ct d ata from p articip ants to  he lp  answe r the ir re search q ue stion. The y d o this in 
d iffe re nt ways, such as:

• Surve ys or q ue stionnaire s
• Ge tting  imag e s, such as X-rays or MRIs
• Taking  measure me nts, such as he ig ht, we ig ht, or b lood  p re ssure
• Taking  samp le s of p articip ants’ b lood  or tissue  to  look at in a lab

Re searche rs may ne e d  to  colle ct d ata from p articip ants many time s or only a fe w time s.



What happens during clinical research?

Do  p a rticip ants have  to  p ay any co sts o r d o  the y g e t  p a id  fo r taking  p a rt  in  
clin ica l re se a rch?
The  in fo rm e d  co nse nt form d e scrib e s the  stud y’s p ayme nt and  costs. Some  stud ie s p ay p articip ants who take  p art, b ut the  amount 
varie s b ase d  on the  stud y.

Many clinical stud ie s p ay for the  cost of the  inte rve ntion and  any re search-re late d  te sts and  visits. Some  stud ie s may p ay costs for 
re search-re late d  trave l and  lod g ing , such as costs for p arking  or meals. 

Ho w  w o uld  w e  id e ntify o ur p a rt icip ants?
To id e ntify p ote ntial p articip ants,  we  would  use  re fe rrals from local p hysician and  healthcare  p rovid e rs, FDA-ap p rove d  ad ve rtising  
throug h IRBs (Institutional Re vie w Board ) on online  p latforms, and  inte rnal d atab ase  throug h p rimary me d icine  se rvice s with 
p re scre e ning  visits that would  take  p lace  in our office . 

The re  are  many p e op le  who d o not have  acce ss to  p rimary me d ical se rvice  in our state  d ue  to  the  lack of insurance  and  sufficie nt
re source s, which is why we  would  use  our se rvice s to  p rovid e  fre e  or low-cost p rimary me d ical se rvice  to  id e ntify p ossib le  p articip ants 
who could  b e ne fit from the  stud ie s.

We  also  p lan to  e ng ag e  with local org anizations and  community lead e rs to  e nsure  that und e rse rve d  p op ulation are  aware  and  have  
acce ss to  re search op p ortunitie s.



Components of the site 

1 . Pe rso nne l

1 . Princip a l Inve st ig a to r (PI): Re sp onsib le  fo r the  ove rall cond uct o f the  stud y at the  site .

2 . Sub -Inve st ig a to rs: Assist the  PI in stud y-re late d  tasks.

3 . Clin ica l Re se a rch  Co o rd ina to rs (CRCs): Manag e  d ay-to -d ay op e rations o f the  trial.

4 . Nurse s, p ha rm acists, lab  te chn icians, and  o the r sp e cialists accord ing  to  the  re q uire me nts o f  
e ach clinical trial p ro toco l.

5 . Ad m inistra t ive  Sta ff: Re sp onsib le  fo r hiring  and  all ad ministrative  e ve nts that e ntail the ir p osition.



Princip al Inve stig ator 
JEAN F. RODNEY, MD

Medical Doctor from the State University of Haiti, Port Au Prince 1988

Board Certified Internal Medicine Specialist 2000

Medical License ME 84415 with no prior investigations

Currently works in Central Florida as an Internal Medicine physician in Winter Haven Hospital.



FACILITIES 

2 .  The  curre nt sp ace  of 890 sq uare  fe e t he lp s us op timize  our work and  p e rsonalize  our se rvice  and  
p atie nt care .

The  facility consists o f the  fo llowing : 

• 2 Examination rooms 
• 1 Lab oratory station
• 1 Se cure d  (und e r lock & ke y) Pharmacy or inve stig ational p rod uct sto rag e  
• 1 Storag e  Room 
• 1 Bathroom
• 1 Waiting  Room
• 1 O ffice  with 4 ind ivid ual workstations
• Archival sp ace  fo r d ocume nts and  re cord s
• Se cure  d ata manag e me nt syste ms.



Main Responsibilities of a Site

We  w o rk strict ly b a se d  o n  a  clin ica l t ria l p ro to co l p re vio usly au tho rize d  b y the  FDA and  p ub lishe d  in  
w w w.clin ica ltria ls.g o v p ro vid e d  to  us b y the  sp o nso r (p ha rm ace utica l), w h ich  h ire s us to  d e ve lo p  a  
sp e cific stud y.

http://www.clinicaltrials.gov/


Main Responsibilities of a Site

•Re cru itm e nt and Enro llm e nt: Id e ntifying and scree ning p ote ntial p articip ants. All p articip ants must
comp ly with 100% of the re q uire d inclusions for each p ro toco l.

•In fo rm e d Co nse nt: Ensuring p articip ants und e rstand the stud y and p rovid e voluntary conse nt.

•Stud y Pro ce d ure s: Ad ministe ring inve stig ational p rod ucts, cond ucting exams, and colle cting samp le s.

•Safe ty Mo nito ring : Re cord ing ad ve rse e ve nts and e nsuring p articip ant safe ty; access to 24/7 p articip ant
te le p hone se rvice availab le for all p articip ants.

•Data Co lle ct io n : Docume nting all stud y-re late d information accord ing to the stud y p ro toco l.

•Co m p liance : All p e rsonne l in contact with the p atie nt must comp le te and b e ce rtified with the training
re q uire d b y the FDA to carry out me d ical stud ie s fo llowing Good Clinical Practice (GCP), e thics, and
re g ulatory g uid e line s.



Why Are Sites Important in Research?

•Fro ntline  o f Tria l Exe cutio n : Site s are  whe re  the  actual inte raction with p atients hap p ens.

•Ensure  Data  In te g rity: Prop e r training  and  ad he rence  to  p ro tocol lead  to  hig h-q uality 
d ata.

•Pro te ct  Pa rt icip ant Sa fe ty: O ng oing  ove rsig ht and  med ical care  are  p rovid ed .

•Lo ca l Exp e rt ise : Site s b ring  knowled g e  of the  community and  p atient p op ulation.



Conclusion 

A site is a p lace whe re the p ractical p art of the clinical trial occurs, with real p atients,
und e r med ical sup e rvision, and comp lying with e thical and scientific stand ard s.

A site runs the clin ica l tria l w ith re a l p a tie nts, ensuring that:
• It is to b e d one safe ly
• The d ata is re liab le
• All e thical and reg ulatory req uirements are me t

We would b e reg ulated d irectly b y the FDA throug h the IRBs, which are the entitie s that
reg ulate the p ro tocols from start to finish. The sp onsors will carry out p e riod ic and
constant monitoring at the b eg inning , d uring and at the end of each p ro tocol throug h
monitors who p hysically visit the site and make p hone calls wheneve r necessary,
inte rnal aud its and occasionally FDA insp ectors would visit the site and evaluate the
work d one on the site .
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