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                Appendix C – UCHC as Statistical or Lead (i.e. Operational or
   Coordinating) Center.
   Respond to each element in the section(s) that is relevant to UCHC’s
   role n the study. If an element does not pertain provide an
   explanation as to why it is not relevant.
   I: UCHC as Statistical Center:
   Per OHRP Guidance, UCHC becomes engaged in research if its employees
   or agents obtain, receive, or possess private information that is
   individually identifiable (either directly or indirectly through
   coding systems) for the purpose of maintaining statistical centers for
   multi-site research. Where institutional activities involve no
   interaction or intervention with subjects, and the principal risk
   associated with institution activities is limited to the potential
   harm resulting from breach of confidentiality, the IRB should
   determine and document that the statistical center has mechanisms in
   place to ensure that:
   the privacy of subjects and the confidentiality of data e are
   adequately maintained, given the sensitivity of the data involved;
   Response:  
   each collaborating institution holds an applicable approved assurance;
   Response:  
   each protocol is reviewed and approved by the IRB at the collaborating
   institution prior to the enrollment of subjects;
   Response:  
   informed consent is obtained from each subject in compliance with HHS
   regulations.
   Response:  
   II: UCHC as Lead Site (i.e. Operational or Coordinating Site)
   The UCHC IRB should determine and document that the operations or
   coordinating center has mechanisms in place to ensure that:
   management, data analysis, and data safety and monitoring systems are
   adequate, given the nature of the research involved;
   Response:  
   sample protocols and informed consent documents are developed and
   distributed to each institution;
   Response:  
   each collaborating institution holds an approved assurance;
   Response:  
   each protocol is reviewed and approved by the IRB at each site prior
   to the enrollment of subjects;
   Response:  
   any substantive modification by a participating site of sample consent
   information related to risk or alternative procedures is appropriately
   justified; and
   Response:  
   informed consent is obtained from each subject.
   Response:  
   there are plans for communication among sites in terms of protocol
   modifications, unanticipated problems and interim results.
   Response:  
   Additional Comments from the PI:
   Response:  
   Rev. 4/26/11, 8/15/2005


               


			  
			  
            

          

		  
		 
		  
		  
		  

		    
		  
			  	PROYECCIÓN DE ESTRATOS VULNERABLES EN DOS CIUDADES INTERMEDIAS REGIÓN
	Modelo Irg1 Certificado de Acometida Interior de gas Empresa
	SISTEMYAZILIM GELIŞTIRME SÜRECINDE DOĞRULAMA FAALIYETLERI NIGÂR TİFTİK1 HAKAN ÖZTARAK2
	Spartanburg County School District no 7 Minutes of Regular
	REPORT ON THE BES AUTUMN COLLOQUIUM 2011 (19 NOVEMBER
	VICEMINISTERIO DE SANIDAD AGROPECUARIA Y REGULACIONES DIRECCIÓN DE FITOZOOGENÉTICA
	THE QUANTUM MECHANICAL TIME REVERSAL OPERATOR  1 INTRODUCTION
	EL PRESENTE DOCUMENTO ES SOLAMENTE UNA TRADUCCIÓN Y NO
	Reglamento%20Interior%20de%20la%20Comisi%C3%B3n%20Estatal%20de%20Derechos%20Humanos
	OPENAM – HOTP HMAC ONETIME PASSWORD THE ABOVE DIAGRAM
	FICHA RESUMEN CURRICULAR PROCESO CAS N° 2020CEMMSS DNI O
	PŘÍLOHA Č 1 POZMĚŇOVACÍ NÁVRH K VLÁDNÍMU NÁVRHU ZÁKONA
	KRILATO KOLO DRUŠTVO ZA PROMOCIJO PARNE VLEKE UPRAVNEMU ODBORU
	ucpr-f-34-070614
	POF 20162017 – RELAZIONE FINALE PROGETTO PROGETTO AREA 
	11 INFORME NO 1210 ADMISIBILIDAD CASO 12106 ENRIQUE HERMANN
	GRASSROOTS PROGRESSIVE CHRISTIANITY A QUIET REVOLUTION BY HAL TAUSSIG
	CORINA CHIRIAC  VALURILE DUNARII CONTINUTURI VOCABULAR MORFOLOGIEVERBUL MODUL
	Informacion_general_2018
	WWWMONOGRAFIASCOM ÉTICA Y VALORES APLICADOS A LA INFORMÁTICA EN
	RPP MEKANIKA TEKNIK 20132014 R ENCANA PELAKSANAAN PEMELAJARAN (RPP)
	INTERNATIONAL JOURNAL OF RECENT ADVANCES IN ENGINEERING & TECHNOLOGY
	4 ДОДАТОК ПЕРЕЛІК МАТЕРІАЛЬНИХ ЦІННОСТЕЙ ЯКІ ПЕРЕДАЮТЬСЯ НА БАЛАНС
	ROYAL BOROUGH OF WINDSOR AND MAIDENHEAD APPLICATION FORM 
	el Canto del Pájaro Trozos Escogidos Anthony de Mello
	NZQA REGISTERED UNIT STANDARD 20855 VERSION 4 PAGE 3
	 ALENA KENNEDY  MÝVALA  YUKONSKÝ DENÍK 
	Ðïà¡±áþÿ Þÿÿÿ  ¥á` Ø¿06bjbjëèëè (x89¢x89¢d µÿÿÿÿÿÿ¤à à à
	ESPACIO RESERVADO PARA EL REGISTRO CONSEJERÍA DE EMPLEO Y
	26 DE OCTUBRE DE 2007 ISSN 07870415 BOLETÍN 459407



			  

		  
			  	LATINOHISPANIC COMMUNITIES AND MENTAL HEALTH FACT SHEET MENTAL HEALTH
	INSTRUKCJA ORGANIZACJI BEZPIECZNEJ I HIGIENICZNEJ PRACY PRZY STOSOWANIU SUBSTANCJI
	DEVELOPMENT AND CHALLENGES IN SWISSMETNET THE NEW SWISS METEOROLOGICAL
	OPERAČNÍ VÝZKUM I OBSAH KURZU A LITERATURA GARANT KURZU
	ZLATKO TOPČIĆ Z A V R Š N A
	DZU021661363 USTAWA Z DNIA 13 WRZEŚNIA 2002 R O
	APEC TRANSPORTATION MINISTERS MEETING WASHINGTON DC JUNE 13 1995
	VIII CONGRESO GALEGO DE ESTATÍSTICA E INVESTIGACIÓN DE OPERACIÓNS
	COVID19 PRESESSION PARTICIPANT HEALTH QUESTIONNAIRE THIS QUESTIONNAIRE IS TO
	BOWIE STATE UNIVERSITY POLICE DEPARTMENT GENERAL ORDER SUBJECT CALLS
	COMFORT CARE ORDERS FOR MEDSURG ONLY CHECKED BOXES WILL
	DIARIO OFICIAL AÑO CXXXIX N 45237 3 JULIO 2003
	STÁTER ÖNSEGÉLYZŐ PÉNZTÁR EGYESÜLET 520027 SEPSISZENTGYÖRGYOLT UTCA 8 SZÁM
	UNEPCBDBCHLACREG12 PAGE 0 CDB CONVENIO SOBRE LA DIVERSIDAD BIOLÓGICA
	GEORGE WASHINGTON CARVER GEORGE WASHINGTON CARVER (1865?1943) WAS AN
	ROMANISCHES SEMINAR DER JOHANNES GUTENBERGUNIVERSITÄT SEPTEMBER 1999 « LESELISTE
	UNIVERSIDADE FEDERAL DE MINAS GERAIS PRÓREITORIA DE PLANEJAMENTO E
	ZAŁ 1 KARTA ZGŁOSZENIA NA KURS KLASYFIKATORÓW GRZYBÓW LESKO
	HOLOCAUST WEBQUEST UNDERSTANDING THE HISTORY AND CULTURE THAT IS
	NASKAH KERJASAMA PRAKTEK KERJA PROFESI PSIKOLOG MAGISTER PSIKOLOGI PROFESI



			  
        

		 
      

	  
    

          

    
    
      
     
      
      
      
      
        
          
            
              
                Todos los derechos reservados @ 2021 - FusionPDF

              
              
                
                 
                
                
                
                
                
                
              

            

          

        

      

      

    
      

    
    
      
    

    
          
    
    
    
    
    
    
    
    
    
    



  