
Clinical Protocol Waiver for Use Outside of Package Labeling
2012
Name of Family Planning Program ___________________________________________

Coordinator ______________________________________            Date _____________
(
Our clinical protocols DO NOT include off-label use of contraceptives
Agency protocols include the following which are outside of FDA package labeling:

· COC and/or Depo-provera (short term) for Unscheduled Bleeding with newly inserted  LNG-IUS –use for short term  
· Depo-Provera (DMPA) --re-injection up to 4 weeks late (not routine use) 
· Emergency Contraception – Levonorgestrel  (0.75 mg) two tablets into a one-time single dose

· Provision of Emergency Contraception for clients who have unprotected coitus within 120 hours of the event
· ParaGard IUC insertion as Emergency Contraception-- (inserted within 5 days of unprotected intercourse
· Mirena IUC—use in Nulliparous women

· NuvaRing – Extended use for 28-31 days prior to inserting a new ring

· ParaGard IUC—use for 12 years

· Provision of Continuous Use of Combined Hormonal Contraceptives including COC and NuvaRing  
· Quick Start Initiation of Hormonal Contraceptives
· Other off-label protocols: 








______________________________


________________

Agency Family Planning Medical Director 



Date
_______________________________


________________

State Family Planning Medical Director



Date
Comments:______________________________________________________________

