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ONC��proposed��to��establish��processes��to��allow��developers��certified��under��the��Pre�rCert��program��to��have��
their��certified��health��IT��modules��exempted��from��the��2015��Edition��“quality��management��systems”��
criterion��and��“safety�renhanced��design”��criterion.��
��

ACR��recommends��that��ONC��only��apply��this��proposal��to��FDA�rregulated��Software��as��a��Medical��Device��
(SaMD)��products.����Certain��companies��develop��both��SaMD��solutions��and��other��health��IT��solutions��that��do��
not��meet��the��legal��“medical��device”��definition.����Individual��components��of��FDA’s��Pre�rCert��paradigm��are��
intended��to��inform��the��others.��For��example,��SaMD��from��precertified��companies��submitted��through��
expedited��Pre�rCert��pathways,��such��as��Streamlined��Review,��are��then��subject��to��real��world��performance��
assessment��and��monitoring��in��perpetuity.��A��company’s��precertification��status��does��not��provide��
reasonable��assurance��of��safety��and��effectiveness��of��all��products��manufactured��by��that��company—it��
merely��enables��SaMD��submissions��from��that��company��to��leverage��expedited��














