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Site Profile Form 
Purpose of Site Profile form: The intent of the Site Profile form is to capture site capabilities that are collected during site 
qualification and not to replace current individual pre-study activities. The intent is to reduce the administrative burden on sites 
associated with completing multiple forms requesting the same or similar information.  The form is not intended to capture study 
specific or therapeutic specific information.   

The form will be in an electronic format, with drop down or check boxes to keep the form simple and easy to use. There will be free 
text input boxes for providing any necessary explanations. Site  should keep a copy of the completed form on file. 
  
If additional text is needed in any of responses, use an asterisk and enter at the bottom of the form. 

1. COMPLETED BY:
Full Name:

Date Completed: Role:

2. SITE DETAIL:

Investigator Name:

Institution Name:

Address (Location):

City: State/Region/Province:

Country: Postal Code:  
Type:   
Therapeutic Area:     Auto immune  Cardiovascular  Critical Care  Dermatology  Infectious Disease

Men's Health   Metabolic/ Endocrine    Musculoskeletal Neuroscience  Oncology  Osteoporosis
Pain  Pediatrics  Psychiatry  Respiratory  Vaccines  Virology  Women's health

Other:

Trial phase capabilities:  I    II  III   IV  other areas of expertise:

Do you have affiliated research sites or satellite sites/clinics?      Yes   No 

Which different sponsor type(s) do you have research experience?

Ethnicity of patient population - please break down your population by % of ethnicity

Demographics of patient population:             Pediatric  Adult   Other comments:

Is your site affiliated with a government agency or part of a government funded health service? Yes   NoIf Yes, please specify the affiliation 

Site Contacts:  Primary site contact for clinical trials
First Name:  

Surname: 

Phone: Fax: 

Email: 

Investigator InitiatedAcademicIndustry None
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3. ETHICAL COMMITTEE REVIEW PROCESS
PART A - This section is only applicable if the site is directly responsible for performing the ethics committee submission.
IRB/ERB/Ethics committee

Name:  

Address: 

IRB/ERB/Ethics committee type:
Central    Local      Central/acts as local

IRB/ERB/Ethics committee registration number (if applicable)

Does your site have a separate department that handles 
IRB/ERB/Ethics committee Submissions?     Yes    No
If yes, please provide contact information for this department 
to the right of the form

Name: 

Phone: 

Email:

Please provide a general outline of the steps required to obtain approval for a study at your institution/site, including whether any 
steps are dependent on one another, and/or if they can be completed in parallel or in sequence.  Please ensure that the following 
steps are covered, in addition to any other applicable administrative steps required at your site (example – contract/budget 
approval, scientific review committees, etc.)
- IRB/ERB/ Ethics committee(s) meeting schedule/frequency
- Amount of time in advance of an IRB/ERB/ Ethics committee meeting that all documentation must be submitted 
- Amount of time following an IRB/ERB/Ethics committee review you receive written confirmation of approval
- Does your local IRB/ERB/Ethics committee require payment of any fees ahead of submission or prior to the release of the final approval documents?  

PART B- this section is only applicable if the site is NOT responsible for directly performing ethics committee submissions. 
Please provide a general outline of the steps required to obtain approval for a study at your institution/site, including whether any 
steps are dependent on one another, and/or if they can be completed in parallel or in sequence (example- contract/budget approval, 
scientific review committees, or other, but excluding ethical committee or health-authority submissions handled directly by the 
sponsor/CRO            N/A or please, explain. 

Does your site have a written SOP, policy/procedure for Informed Consent? ............................... Yes      No

Minor Assent for pediatric populations?..................................................................... Yes     No

Other vulnerable populations?.................................................................................................. Yes     No
Will your site require language translations for consents …………………………………………………………… Yes  No

If so, what languages will be required?  Please list.
5. SITE QUALIFICATIONS/TRAINING
Does  your site have a training program for the research staff? .................................................... Yes      No

Does the course content include GCP? ....................................................................................... Yes      No
Does your site use an external program to conduct research training? Yes  NoIf yes, please provide program course name:

Does your program have a provision for training staff when updates to protocols occur?............. Yes      No

4. INFORMED CONSENT

City:

State/Region/ 
Province:
Country:

Postal Code:
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6. FACILITIES AND EQUIPMENT
LOCAL LAB:  

Name/Details: 

Phone: Fax: Email:  

Local lab accreditation    GLP     CLIA  CAP   ISO   other 
Does the study staff that prepares or transports dangerous goods have training that meets the 
IATA International Air Transport Association (US) or other countr ies hazardous training 
requirements for shipping dangerous goods?  …………………………………………………………………………… Yes No   N/A
EQUIPMENT:
Is Calibration of equipment done routinely? …………………………………………………………………………….. Yes      No
Are records and calibration frequency available?........................................................................ yes      No
Do you have non-frost-free freezers for biological sample storage?.............................................. -20  -70   N/A
Do you have refrigerators for biological sample storage?.............................................................. Yes   No
Is there temperature monitoring for refrigerators? ……………………………………………………………………
Is there temperature monitoring for freezers ?…………………………………......................................... 

Yes     No
Yes      No

Are records maintained and available?....................................................................................... Yes   No
Is there a back-up plan for a power outage of refrigerators and freezers?................................... Yes      No
Is the system alarmed if the equipment is out of range for refrigerators and freezers?................ Yes     No
Do you have access to an ECG? …………………………………………………………………………….……………………
Do you have External phone lines International phone lines 

Yes     No    

Do you have a centrifuge for process lab samples? ……………………………………………………………………. Yes      No
Do you have refrigerated centrifuge for processing lab samples? ……………………………………………… Yes     No

COMPUTER CAPABILITY:
Does your site have dedicated computers for the research studies?............................................. Yes      No
What is your current browser and adobe version?  Please list:  

Does your site have internal firewalls? ………………………………………………………………………………………. Yes     No
Does your site have high speed internet access? …………………………………………………………………..…… Yes      No
Does your site have wireless internet capabilities?....................................................................... Yes      No

OTHER:
PK/PD capability? ……………………………………………………………………………………………………………..……… Yes No
Lab hours to accommodate PK/PD studies beyond (8-5, M-F)? ………………………………………………….. Yes    No  
Is your site open on weekends? …………………………………………………………………………………………………. Yes      No
Are you able to admit research subjects to an in-patient setting for research purposes?.............. Yes     No

DIGITAL DIAGNOSTIC CAPABILITIES:
CT   MRI    PET   X-ray   DXA   Other (please list)

STORAGE FACILITIES:
Is the onsite patient record storage secured to protect patient privacy? ……………………………………. Yes    No
Are the archiving facilities on site?              Yes                     No,  if offsite provide name and location information.

Is there storage area on site for study related materials, ex. Lab kits or other items? Yes      No

 

……………………………
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7. INVESTIGATIONAL PRODUCT (IP)

Ship to address:

Primary  
Contact: Phone:  

Fax: Email:  

Storage location the same as the shipping address? (if study specific skip) Yes      No
Infusion capability? …………………………………………………………………………………………………………………… Yes     No
IP-STORAGE AND HANDLING
Is the IP storage area secured with controlled access? ………………………………………………………………. Yes      No

Is the temperature monitoring available for the following?  Room temp    Refrigerator  Freezer

Please detail temperature device capabilities (for example –min/max), frequency for monitoring.

Is the temperature monitoring alarmed in the event that there is an excursion? ………………………. Yes      No
Is there backup plan in the event of a power outage or equipment failure? ……………………………… Yes      No
Is your site adequately staffed to perform both blinded and un-blinded roles, in case un-blinded 
drug monitoring is required? ……………………………………………………………………………………………………… Yes     No

8. QUESTIONS SPECIFIC TO DESTRUCTION OF IP
Does your site have the capability to destroy IP on site/arranged directly via sub-contractor?..... Yes     No    N/A
Does your site have a written SOP/policy/procedure for IP destruction? ………………………………….. Yes     No    N/A
IP – SATELLITE SITE (S)
Will the satellite site(s) have a dedicated inventory? Yes      No   N/A
Do you have a drug transportation procedure for satellite sites? Yes    No   N/A

9. QUESTION SPECIFIC TO CONTROLLED SUBSTANCES
Does the site have the regulatory required licenses or registrations to receive, store, dispense 
and return controlled substances as required by local law? ……………………………………………………… Yes     No    N/A
The storage facility for controlled substances is securely constructed with restricted access to 
prevent theft or diversion? ………………………………………………………………………………………………………. Yes     No    N/A
Radio labeled IP capability? …………………………………………………………………………………………………... Yes     No   N/A
Does your site have the capability to destroy IP on site for controlled substances? Yes     No    N/A

10. SOURCE DOCUMENTATION/CRFS/SITE MONITORING
Source documents: Are site source documents     Paper     Electronic     Both
Please list any access limitations/requirements for the electronic medical records

Will monitors have access to    Phone    Fax    Copy machines     Internet access
CRFs
What electronic data systems has your staff used for clinical trials?  Inform      Medidata Rave    Oracle  

Other, please list   



Please provide any additional information not captured elsewhere on this form, that you feel is important that we should know 
about your site. Please reference section number if applicable:       
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Site Profile Form 
Purpose of Site Profile form:
The form will be in an electronic format, with drop down or check boxes to keep the form simple and easy to use. There will be freetext input boxes for providing any necessary explanations. Siteshould keep a copy of the completed form on file.

 


If additional text is needed in any of responses, use an and enter at the bottom of the form.
1. COMPLETED BY:
Full Name:
Date Completed: 
Role:
2. SITE DETAIL:
Investigator Name:
Institution Name:
Address (Location): 
City: 
State/Region/Province:
Country:
Postal Code:  
Type:   
Therapeutic Area:     
Auto immune  
Cardiovascular  
Critical Care  
Dermatology  
Infectious Disease
Men's Health   
Metabolic/ Endocrine  
Musculoskeletal
Neuroscience  
Oncology  
Osteoporosis
Pain  
Pediatrics  
Psychiatry  
Respiratory  
Vaccines  
Virology  
Women's health
Other:
Trial 
phase 
capabilities:  
I    
II   
III   
IV  other areas of expertise:
Do you have affiliated research sites
or satellite sites
/clinics?      
Yes   
No 
Which different sponsor type(s) do you have research experience?
Ethnicity of patient population - please break down your population by % of ethnicity
Demographics of patient population:             Pediatric      
Adult   
Other comments:
Is your site affiliated with a government agency or part of a government funded health service? 
Yes   
No
If Yes, please specify the affiliation 
Site Contacts:  
Primary site contact for clinical trials
First Name:  
Surname:  
Phone:  
Fax: 
Email:  
Investigator Initiated
Academic
Industry
None
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3. ETHICAL COMMITTEE REVIEW PROCESS
PART A 
-
This section is only applicable if the 
site
is directly responsible for performing the ethics committee submission.
IRB/ERB/Ethics committee
Name:  
Address:  
IRB/ERB/Ethics committee type:
Central    
Local      
Central/acts as local
IRB/ERB/Ethics committee registration number (if applicable)
Does your site have a separate department that handles 
IRB/ERB/Ethics committee Submissions?     
Yes    
No
If yes, please provide contact information for this department

to the right of the form
Name:   
Phone: 
Email:
Please provide a general outline of the steps required to obtain approval for a study at your institution/site, including whe
ther
any 
steps are dependent on one another, and/or if they can be completed in parallel or in sequence.  Please ensure that the follo
wing 
steps are covered, in addition to any other applicable administrative steps required at your site (example 
–
contract/bud
get 
approval, scientific review committees, etc.)
- IRB/ERB/ Ethics committee(s) meeting schedule/frequency
- Amount of time in advance of an IRB/ERB/ Ethics committee meeting that all documentation must be submitted 
- Amount of time following an IRB/ERB/Ethics review you written confirmation of approval
- Does your local IRB/ERB/Ethics committee require payment of any fees ahead of submission or prior to the release of the final approval documents?                     
PART B- this section is only applicable if the site is NOT responsible for directly performing ethics committee submissions. 
Please provide a general outline of the steps required to obtain approval for a study at your institution/site, including whether any steps are dependent on one another, and/or if they can be completed in parallel or in sequence (example- contract/budget approval, scientific review committees, or other,N/A or please, explain.
Does your site have a written SOP, policy/procedure for Informed Consent?
...............................
Yes      
No
Minor Assent for pediatric populations?
.....................................................................
Yes     
No
Other vulnerable populations?
..................................................................................................
Yes     
No
Will your site require language translations for consents
……………………………………………………………
Yes  
No
If so, what languages will be required?  Please list.
5. SITE QUALIFICATIONS/TRAINING
Does  your site have a training program for the research staff?
....................................................
Yes      
No
Does the course content include GCP?
.......................................................................................
Yes      
No
Does your site use an external program to conduct research training?
Yes      
No
If yes, please provide program course name:
Does your program have a provision for training staff when updates to protocols occur?
.............
Yes      
No
4. INFORMED CONSENT
City:
State/Region/

Province:
Country:
Postal Code:
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6. FACILITIES AND EQUIPMENT
LOCAL LAB:  
Name/Details:  
Phone:  
Fax: 
Email:  
Local lab accreditation    
GLP     
CLIA  
CAP     
ISO   
other 
Does the study staff that prepares or transports dangerous goods have training that meets the 
IATA International Air Transport Association (US) or other count
r
ies hazardous training 
requirements for shipping dangerous goods?  
……………………………………………………………………………
Yes      
No   
N/A
EQUIPMENT:
Is Calibration of equipment done routinely
? ……………………………………………………………………………..
Yes      
No
Are records and calibration frequency available?
...................................................
.....................
yes      
No
Do you have non
-
frost
-
free freezers for biological sample storage?
.............................................. 
-
20  
-
70   
N/A
Do you have refrigerators for biological sample storage?
...........................
...................................
Yes   
No
Is there temperature monitoring for 
refrigerators? ……………………………………………………………………
Is there temperature monitoring for f
reezers ?
…………………………………......................................... 
Yes     
No
Yes      
No
Are re
cords maintained and available?
.......................................................................................
Yes   
No
Is there a back
-
up plan for a power outage of refrigerators and freezers?
...................................
Yes      
No
Is th
e system alarmed if the equipment is out of range for refrigerators and freezers?
................
Yes     
No
Do you have access to an 
ECG? 
…
…………………………………………………………………………
.
……………………
Do you have
External 
phone lines
International phone lines 
Yes     
No    
Do you have a c
entrifuge for process lab samples?
…………………………………………………………………….
Yes      
No
Do you have refrigerated c
entrifuge for processing lab samples?
………………………………………………
Yes     
No
COMPUTER CAPABILITY:
Does your site have dedicated computers f
or the research studies?
.............................................
Yes      
No
What is y
our current browser and 
adobe version?  
Please list:  
Does your site have internal firewalls? 
……………………………………………………………………………………….
Yes     
No
Does your site hav
e high speed internet access?
…………………………………………………………………
..
……
Yes      
No
Does your site have wireless internet capabilities?.......................................................................
Yes      
No
OTHER:
PK/PD capability? …………………………………………………
…………………………………………………………
..
………
Yes
No
Lab hours to accommodate PK/
PD studies beyond (8
-
5, M
-
F)? …………………………………………………..
Yes    
No                          
Is 
your site open on weekends? 
………………………………………………………………………………………………….
Yes      
No
Are you
able to admit research subjects to an in
-
patient setting for research purposes?
..............
Yes     
No
DIGITAL DIAGNOSTIC CAPABILITIES:
CT   
MRI    
PET    
X-ray     
DXA   
Other (please list)
STORAGE FACILITIES:
Is the onsite patient recor
d storage secured to protect patient privacy?
…………………………………….
Yes    
No
Are the archiving facilities on site?              Yes                     No,  if offsite provide name and location information.
Is there storage area on site for study related materials, ex. Lab kits or other items?
Yes      
No
……………………………
www.transceleratebiopharmainc.com
                                   -4 of 5-                      Site Profile Form v 3.2:  February 19, 2014 
7. INVESTIGATIONAL PRODUCT (IP)
Ship to address:
Primary

Contact:
Phone:  
Fax: 
Email:  
Storage location the same as the shipping address? (if study specific skip)
Yes      
No
Infusion capability?
……………………………………………………………………………………………………………………
Yes     
No
IP-STORAGE AND HANDLING
Is the IP storage area secured with controlled access?
……………………………………………………………….
Yes      
No
Is the temperature monitoring available for the following?  
Room temp    
Refrigerator  
Freezer
Please detail temperature device capabilities (for example 
–
min/max), frequency for monitoring.
Is the temperature monitoring alarmed in the event that there is an excursion?
……………………….
Yes      
No
Is there ba
ckup plan in the event of a power outage or equipment failure?
………………………………
Yes      
No
Is your site adequately staffed to perform both blinded and un
-
blinded roles, in case un
-
blinded 
drug monitoring is required?
………………………………………………………………………………………………………
Yes     
No
8. QUESTIONS SPECIFIC TO DESTRUCTION OF IP
Does your site have the capability to destroy IP on site/arranged directly via sub
-
contractor?.....
Yes     
No    
N/A
Does your site have a written SOP/policy/procedure for IP destruction? ………………………
…………..
Yes     
No    
N/A
IP 
–
SATELLITE SITE (S)
Will the satellite site(s) have a dedicated inventory?
Yes      
No   
N/A
Do you have a drug transportation procedure for satellite sites?
Yes    
No   
N/A
9. QUESTION SPECIFIC TO CONTROLLED SUBSTANCES
Does the site have the regulatory required licenses or registrations to receive, store, dispense 
and return controlled substances as required by local law? ………………………………………………………
Yes     
No    
N/A
The storage facility for controlled substances is secur
ely constructed with restricted access to 
prevent theft or diversion? ……………………………………………………………………………………………………….
Yes     
No    
N/A
Radio labeled IP capability? …………………………………………………………………………………………………...
Yes     
No   
N/A
Does your site have the capability to
destroy IP on site for controlled substances?
Yes     
No    
N/A
10. SOURCE DOCUMENTATION/CRFS/SITE MONITORING
Source documents:
Are site source documents     
Paper     
Electronic     
Both
Please list any access limitations/requirements for the electronic medical records
Will monitors have access to    
Phone    
Fax    
Copy machines     
Internet access
CRFs
What electronic data systems has your staff used for clinical trials?  
Inform    
Medidata Rave    
Oracle  
Other, please list   
Please provide any additional information not captured elsewhere on this form, that you feel is important that we should know about your site. Please reference section number if applicable:       
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	PrintButton1: 
	Fullname: Loren Friedman
	datecompelted: 10/9/2015
	role: Director of Clinical Trials
	InvestigatorName: Loren Friedman
	InstitutionName: Wright State University and Premier Health Clinical Trials Research Alliance
	Address: 725 University Blvd2nd Floor
	city: Dayton
	State: OH
	country: United States of America
	postalcode: 45324
	Type: Network
	Autoimmune: 1
	cardiovascular: 1
	criticalcare: 1
	dermatology: 1
	infectiousdisease: 1
	menshealth: 1
	metabolicendocrine: 1
	musuloskeletal: 1
	neuroscience: 1
	oncology: 1
	osteoporosis: 1
	pain: 1
	pediatrics: 1
	psychiatry: 1
	respiratory: 1
	vaccines: 1
	virology: 1
	womenshealth: 1
	other: Web DCU, BioClinia, RedCap, DataLabs
	I: 1
	II: 1
	III: 1
	IV: 1
	otherareas: Drug Abuse Liability Studies, Military population both active duty and retired
	yes: 1
	no: 0
	Industry: 1
	Academic: 1
	InvestigatorInitiated: 1
	None: 0
	percentethnicity: 81% white, 12% black, 4% hispanic 3% Other (Asian-Americans, Native Hawaiians, American Indians) 
	pediatric: 0
	adult: 1
	othercomments: Veteran status
	affiliation: 
	firstname: Loren
	surname: Friedman
	phone: 1
	fax: 1
	email: lmharlow@premierhealth.com
	name: Compunet Clinical Laboratories
	address_partA: 725 University Blvd2nd Floor
	IRB_City: Dayton
	IRB_State: Ohio
	IRB_Country: United States of America
	IRB_PostalCode: 45324
	central: 1
	local: 1
	central_local: 1
	registrationnumber: IRB00000034
	name_sponsor: Amanda Windle
	NA: 0
	explain: 
	GLP: 0
	CLIA: 1
	CAP: 1
	ISO: 0
	ISO_other: 0
	minustwenty: 1
	minusseventy: 1
	external: 1
	international: 0
	CT: 1
	MRI: 1
	PET: 1
	XRAY: 1
	DXA: 1
	offsitename: Cintas: Cincinnati, Ohio
	shiptoaddress: One Wyoming Street, Attention: Lindsey Harlow, Dayton, OH 45409
	primarycontact: Lindsey Harlow, PharmD
	roomtemp: 1
	refrigerator: 1
	freezer: 1
	tempdevice: Versa-trac min/max for every 1/2 hour recording, with a daily of min/max average report.
	paper: 0
	electronic: 0
	both: 1
	access_limitations: 
	copymachine: 1
	internetaccess: 1
	inform: 1
	medidata_rave: 1
	oracle: 1
	additional_info: The Wright State University and Premier Health Clinical Trials Research Alliance (CTRA) offers nimble, one-point-of-contact service for sponsors and a comprehensive, network-based solution for conducting clinical trials.CTRA's network of closely aligned health care facilities allows a clinician or team of clinicians to conduct trials at several sites, greatly expanding opportunities for patient participation.Premier's health care network includes four hospitals; two comprehensive health care centers; Premier HealthNet, the area's largest group of primary care practices; Premier Health Specialists, the region's largest group of specialty care practices; outpatient surgery centers; after-hour care; community health clinics; long-term care facilities; and home health care services.Wright State Physicians is one of the largest physician-managed multispecialty groups in the region. Its clinicians practice at Wright State Physicians Medical Center and throughout the community.Thorough and Timely IRB ReviewFor industry-sponsored trials, CTRA benefits from access to a variety of IRBs, all of which are certified by the Association for the Accredidation of Human Research Protection Programs (AAHRPP). These commercial IRBs meet frequently, providing a thorough and timely IRB review. In addition, Wright State University IRB is available to review non-industry sponsored clinical research The use of commercial boards, as well as direct access to a local IRB, ensures a careful examination by reviewers with the appropriate expertise.Centralized Support Includes:- Business Development, matching more than 100 investigators to trial and research opportunities- Compliance monitoring and quality assurance- Ethics consultations- Financial negotiation and budget management- Electronic data management through a Clinical Trial Management System- Contract negotiation- Biostatisticians - Experienced clinical trial coordinators, all certified in Good Clinical Practice- Patient recruitment management through clinician referrals; ResearchMatch national clinical research participant registry; CTRA's website; promotional materials for Premier Health, Wright State Physicians, and Boonshoft School of Medicine, advertising and printed materials; and patient EHR access to determine patient population by indication- Research participant advocacy through CTRA's Community Advisory Board- Metrics and benchmarking data; study initiation averages two to three months- Education and training in the ethical conduct of clinical trials for coordinators and investigatorsPatient DemographicsThe alliance includes hospitals and major health care centers spanning roughly 1,500 square miles throughout Southwest Ohio. More than 2.8 million potential participants, representing 24 percent of Ohio's population, live in counties with CTRA-associated health care facilities or in adjacent counties. CTRA's major metropolitan areas include Dayton, Northern Cincinnati, Springfield, and Troy.Between Premier Health and Wright State Physicians, more than half a million patients are seen annually. In addition, CTRA is a partner of ResearchMatch, providing access to 80,000 registered volunteers nationwide and 8,000 within an hour of CTRA facilities.Areas of ExpertiseCardiology/Vascular Diseases, Dermatology, Devices, Endocrinology, Family Medicine, Gastroenterology, Healthy Volunteers, Hematology, Immunology, Infections and Infectious Diseases, Internal Medicine, Masculoskeletal, Neurology, Nutrition and Weight Loss, Obstetrics/Gynecology (Women's Health), Oncology, Ophthalmology, Orthopedics/Orthopedic Surgery, Pediatrics/Neonatology, Pharmacology/Toxicology, Plastic Surgery, Psychiatry/Psychology, Pulmonary/Respiratory Diseases, Rheumatology, Trauma (Emergency, Injury, Surgery), and Vaccines.Quality AssuranceAs part of the CTRA Compliance Program, a Quality Assurance/Quality Improvement team conducts GCP/regulatory reviews on a routine basis. This includes review of regulatory documents, research records (including source docs), and subject billing records. The Quality Assurance team consists of members from Compliance & Regulatory Affairs from both the Wright State University and Premier Health. Findings are reported back to the Principal Investigator and research team, and the IRB of record, when appropriate. Findings are also utilized to educate and train research team members on regulation and policy.CTRA website: clinicaltrialsresearchalliance.comCTRA contacts: medicine.wright.edu/clinical-trials-research-alliance/contact



