Acronyms

AE Adverse Event

CFR Code of Federal Regulations

CM Clarification Memo

CORE Coordinating and Operations Center (FHI)
CRF Case Report Form

CRPMC Clinical Research Products Management Center
CTA Clinical Trials Agreement

Ccv curriculum vitae

DAIDS Division of AIDS

DBS dried blood spot

EAE Expedited Adverse Event

EC Ethics Committee

FWA Federal Wide Assurance

GCP Good Clinical Practices

GLP Good Laboratory Practices

IATA International Air Transport Association
ICH International Conference on Harmonization
IMPAACT International Maternal Pediatric Adolescent AIDS Clinical Trials Group
IoR Investigator of Record

IRB Institutional Review Board

LDMS Laboratory Data Management System
LoA Letter of Amendment

MOP Manual of Operations (HPTN)

MTCT Mother to Child Transmission

NA not applicable

ND not done

NIH National Institutes of Health

OHRP Office of Human Resource Protections
PAB Pharmaceutical Affairs Branch

PIBA Press-in Bottle Adapters

pk pharmacokinetics

pMTCT preventing Mother to Child Transmission
PRO Protocol Registration Office

PSRT Protocol Safety Review Team

QC/QA Quality Control/Quality Assurance

RCC Regulatory Compliance Center

ROS Review of Symptoms

SDMC Statistical and Data Management Center (SCHARP)
SOAP subjective-objective-assessment-plan
SOP Standard Operating Procedure

SSP Study-Specific Procedures Manual
TDF tenofovir disoproxil fumarate

VCT Voluntary Counseling and Testing

VST visit code

WHO World Health Organization



