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ATTACHMENT 1

Rules for Brand/Generic Determination

1. If GNI = 1, STOP…drug is generic.

2. If GNI = 2 and NDCGI1 = 2, STOP…drug is single source brand.

3. If GNI = 2 and NDCGI1 = 1, then

a) If Repack=1, and ANDA-=0, STOP…drug is multi-source brand;
b) If Repack=1, NDA=0 and ANDA=1, STOP…drug is generic;
c) If Repack =1 and both statements above are false, STOP…pay drug as generic but code “U” (unknown); or
d) If Repack =0 and two out of three are true, drug is a multi-source brand:

1) HCFA_DC = S or I
2) NDA = 1
3) INNOV = 1

Otherwise,
PAY… drug is a generic but code “U”.

4. If GNC is not =1 or 2, PAY…drug is a generic but code “U”


When an NDC does not have the correct First Data Bank (FDB) indicator or an FDB indicator has not been provided, the State shall refer to the DRUGS@FDA Website to determine the brand or generic status.  The filing of an ANDA or NDA is used for classification purposes.  For drugs not listed on the FDA website, the State defers to professional judgement, the manufacturer’s website, or a review of brand/generic drug determinations made by other pharmacy benefit management plans.






