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Queries 

 Twenty-four, as of February 8, 2013 
 

 Turn-around time for query responses 
initially an issue but now is 24 hours or 
less most of the time 
 

 Some lost queries 
 Contact management team 
 Re-send as soon as possible 



Query Topics 
 Study/Protocol Guided 

 Product holds: 5 
 (Product return: 2) 
 (Resume product: 3) 
 Eligibility: 1 

 SSP Directed 
 HIV testing: 4 

 Clinical/Other 
 Genitourinary infection: 2 
 Genital bleeding: 4 
 Other: 3 
 



 IoR discretion 
 Recurrent cervicitis 
 Rash   

 Participant initiated 
 Partner wanted participant to remove the ring 
 

Product Hold Examples 



Product Return 
 SSP Section 9.7  
 If the vaginal ring cannot be retrieved (i.e., 

participant disposed of it or product was lost 
after removal) this must be documented on 
the CRF and the related details and 
counseling around the need to ensure return 
of product to site should be detailed in the 
participants chart notes. 

 



Resume Product 
 Usually follow product holds 
 Informational queries that provide some 

clinical follow-up 
 Cervicitis resolved 
 Rash resolved/resolving… 
 

 



Participants With a Positive Rapid HIV Test 
Who Are Confirmed as HIV-uninfected  
 For participants who have a positive rapid HIV 

test result and are later confirmed HIV- 
uninfected per the algorithm in protocol 
Appendix III, product use should continue to be 
held and the IoR or designee should 
immediately consult with the PSRT for further 
guidance.  

 REVISED NOW 

HIV Testing – SSP 6.5.3  



Clinical/Other 
 Genitourinary infections 
 Cervicitis 

 Other 
 Laboratory abnormalities 
 Participant who drops out of study 

participation  



Genital Bleeding 
 Infrequent bleeding/Missed menses 
 Menorrhagia/metrorrhagia 
 Menses and ring use 
 Participant removing ring believing that the 

ring “hampers” blood flow 



Questions regarding the  PSRT 
Query Process? 
 
Suggestions/Input? 



Relationship to Study Product 



Relationship to Study Agent  
 The site investigator is responsible for 

assessing the relationship between the 
AE and the study agent(s)  

 Site investigators must determine whether 
there is a reasonable possibility that the 
study agent(s) caused or contributed to 
an AE 

 
Manual for Expedited Reporting of Adverse Events to DAIDS, Version 2.0, January 2010 

 

Relationship to Study Product 



 A temporal relationship between the event 
and administration of the study agent(s),  

 A plausible biological mechanism for the 
agent to cause the AE,  

 Another possible etiology for the AE,  
 Previous reports of similar AEs associated 

with the study agent or other agents in the 
same class, and  

 Recurrence of the AE after re-challenge or 
resolution after de-challenge, if applicable.  

 

Relationship Relies on: 



 Related – There is a reasonable 
possibility that the AE may be related to 
the study agent(s). 

  
 Not Related – There is not a reasonable 

possibility that the AE is related to the 
study agent(s).  

Terms Used: 



When Deemed NOT Related: 
 

 An alternative etiology, diagnosis, or 
explanation for the SAE/AE should 
be provided.  
 If new information becomes 

available, the relationship 
assessment of any AE should be 
reviewed again and updated, as 
required.  

 

 







When Deemed Related…? 
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