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pSMILEpSMILE

Reviews CAP panels once a month Reviews CAP panels once a month 
per site.  Week depends on the staff per site.  Week depends on the staff 
assigned to the site.assigned to the site.
Will send an email detailing the Will send an email detailing the 
attached documents, which will attached documents, which will 
include CAP booklet, Graded include CAP booklet, Graded 
Responses, and CA if applicable.Responses, and CA if applicable.
Email goes to site contacts, DAIDS,  Email goes to site contacts, DAIDS,  
and applicable NL representativesand applicable NL representatives



CurrentlyCurrently

Corrective Actions Corrective Actions –– are needed for are needed for 
any any analyteanalyte that fails, any shifts, that fails, any shifts, 
trends or bias.trends or bias.
Corrective Actions Corrective Actions –– need to be need to be 
submitted within 30 days back to submitted within 30 days back to 
pSMILEpSMILE



Requested RevisedRequested Revised

CA CA –– to be sent to site for completion to be sent to site for completion 
when when analyteanalyte is unsuccessful <79%.  is unsuccessful <79%.  
Internal Review needed for 80 Internal Review needed for 80 ––
99%.  Kept on site unless requested 99%.  Kept on site unless requested 
by NL.by NL.



LFG proposalLFG proposal

Cross Network Lab Managers and Cross Network Lab Managers and 
Lab PI groups formed last year.Lab PI groups formed last year.
AACTG, HPTN, HVTN, IMPAACT and AACTG, HPTN, HVTN, IMPAACT and 
MTN leadership decided to refocus MTN leadership decided to refocus 
the group the group –– Lab Focus Group.Lab Focus Group.
One Network contact for each site.One Network contact for each site.
Network contact responsible for Network contact responsible for 
communication with site.communication with site.



Gives sites 1 person to deal with.Gives sites 1 person to deal with.
NL contact will answer, seek NL contact will answer, seek 
answers, refer questions answers, refer questions 
appropriately.appropriately.
NL contact will review their sites CAP NL contact will review their sites CAP 
panels on a weekly basis.panels on a weekly basis.
NL contact will let the site know NL contact will let the site know 
there is a problem and to start there is a problem and to start 
working on the QA.working on the QA.



NL Contact will post the reviews on a NL Contact will post the reviews on a 
common portal for the other common portal for the other 
networks to review. No one else will networks to review. No one else will 
have access.have access.
CA still need to be completed.  NL CA still need to be completed.  NL 
contact should review CA form contact should review CA form 
before submission for completeness.before submission for completeness.



CTU/CRS Title Country HPTN* MTN IMPAACT ACTG HVTN

Primary  
Network 

Lab
LDMS 

number 
Eldoret Kenya ACTG 358
Kampala,  JCRC Uganda ACTG 392
Kericho Kenya ACTG 352
Moshi Tanzania ACTG 338/411
Quintilles Federated Services: Med Res Ctr Panama ACTG new
Impacta/Lince Lab Peru ACTG 310
Gheskio Haiti ACTG 267
CAPRISA-Durban South Africa ACTG 281
HUCFF-Rio Brazil ACTG 274
Johannesburg/Soweto/CLS South Africa ACTG 350
Gaborone Botswana ACTG 219
Chiang Mai Univ HIV/AIDS Prevention Thailand HPTN 317
Hospital Geral de Nova Iguacu Brazil C HPTN 324
Instituto de Pesquisa Clinica Evandro Chagas Brazil C HPTN 319
Parienyatwa Zimbabwe C,T HPTN 306
Heng County China C HPTN 312
Dr. Kotnis Dispensary (Gadikhana), Pune India ( C ),T HPTN 315
National AIDS Research Institute (NARI), Pune India ( C ) HPTN 297/315
National Institute of Virology (NIV), Pune India ( C ) HPTN 315
Xinjiang China C HPTN 311
College of Medicine- Univ. of North Carolina Malawi C,T HPTN 245/291/305
College of Medicine, Johns Hopkins Univ. Malawi T HPTN 304
YRG Medical Center Voluntary Health Services India ( C ) HPTN 316
Hospital Conceicao Brazil C HPTN 327
Dar es Salaam Tanzania T HPTN 309
Pune, BJ Medical India C HPTN new
MU JHU Uganda T HPTN 301
George Zambia T MTN 332
Durban, Lancet Barc South Africa T MTN 262
MRC South Africa T tbd MTN 307/308
Capetown (Coetzee) South Africa MTN new

Network Affiliation



Primary NL PT Review: MTN
Date submitted: _____________

CTU/CRS Title CRS Country HPTN MTN IMPAACT AACTG HVTN
Primary  

Network Lab
LDMS 

number Panels reviewed Panel A, B, C Summary Problem analytes Panels reviewed Panel Type Summary Panels Reviewed Summary Problem Analytes
George Zambia MTN 332
Durban Lancet Barc South Africa MTN 262
MRC South Africa MTN 307/308
Capetown (Coetzee) South Africa MTN new

Network Affiliation VQA IQACAP



Questions?Questions?
Comments?Comments?
Concerns?Concerns?
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