
 
 
In  Ma rch  20 03 , th e U.S. Food  a n d  Dru g Adm in is t ra t ion  (FDA) p u b lis h ed  a  p rop os ed  regu la t ion  th a t  
wou ld  es ta b lis h  “cu r ren t  good  m a n u fa ctu r in g p ra ct ices ” (cGMPs ) for  d ieta ry in gred ien ts  a n d  d ieta ry 
s u pp lem en ts . 
 
S im ila r  regu la t ion s  a lrea dy exis t  for  food s  (food  cGMPs ) a n d  dru gs  (ph a rm a ceu t ica l cGMPs ).  
Th e d ieta ry s u pp lem en t  in du s t ry h a s  been  requ ir ed  to on ly m eet  food  cGMPs  th a t  a ddres s  food  
s a fety con cern s  s u ch  a s  equ ipm en t  clea n in g, worker  h ygien e, a n d  p la n t  s a n ita t ion .  
Ph a rm a ceu t ica l cGMPs  in corp ora te food  cGMPs  an d  r equ ire p roof of p rod u ct  iden t ity, s t ren gth , 
qu a lity, a n d  pu r ity—da ta  a ch ieved  th rou gh  tes t in g, con t rolled  m a n u fa ctu r in g, a n d  deta iled  
docu m en ta t ion . 

 
Ma n y con s u m ers  of Sh a k lee d ieta ry s u p p lem en ts  a n d  food  prod u cts  a re fa m ilia r  with  th e m ore 
s t r in gen t  of th es e regu la t ion s , ph a rm a ceu t ica l cGMPs , beca u s e m a n y a s p ects  of th es e 
m a n u fa ctu r in g p ra ct ices  h a ve been  pa r t  of Sh a k lee for  yea rs . Both  ra w m a ter ia ls  a n d  fin is h ed  
p rodu cts  a re tes ted  to en s u re th eir  pu r ity, fres h n es s , a n d  s a fety. Ra w m a ter ia ls  a re a s s a yed  for  
poten cy a n d  s ta b ility to a s s u re th a t  th e fin is h ed  p rodu ct  con ta in s  10 0% of th e b ioa ct ive 
n u t r ien ts  s ta ted  on  th e la bel th rou gh ou t  it s  s h elf life.  Exten s ive docu m en ta t ion  is  m a in ta in ed  
to s a t is fy regu la tory requ irem en ts , s u ch  a s  in  th e ca s e th a t  a  p rod u ct  h a s  to be reca lled .  Ou r  
docu m en ta t ion  m eets  th e h igh es t  s ta n da rds , en s u r in g th a t  ou r  p rodu cts  con ta in  exa ct ly wh a t  
th e la bel cla im s  (n ot  m is bra n d ed) a n d  d o n ot  con ta in  poten t ia lly h a rm fu l s u bs ta n ces  (n ot  
a d u ltera ted). 

 
Th e m a n u fa ctu r in g p la n t  in  Norm a n , Okla h om a , wh ere Sh a k lee m a n u fa ctu res  d ieta ry 
s u pp lem en ts , is  a lrea dy op era t in g a t  or  a bove th e p rop os ed  d ieta ry s u p p lem en t / in gred ien t  
cGMP level.  Pa r t  of th is  con t rol is  in  th e form  of docu m en ted  Sta n da rd  Opera t in g Procedu res  
(SOPs ) th a t  a ddres s  th e m a in  com p on en ts  of th e p ropos ed  cGMPs : 
 
Personnel    Physical Plant        Equipment & Utensils 
•Training     •Construction         •Proper design and selection 
•Personal hygiene  •Sanitation & ease of cleaning    •Process controls (temperature, calibration) 
       •Cleanliness of production & storage 
Production &       
Process Controls              Holding & Distribution 
•QA unit (laboratory assays, inspections, raw materials    •Warehousing 
and finished products testing.           •Storage conditions to prevent contamination  
•In-process controls to monitor adherence to specifica-    and ensure product stability 
tions and SOP’s. 
•Maintaining production records to ensure batch-to- 
batch consistency. 
 
Consumer Complaints            Records and Record Keeping 
•Adverse event monitoring   •Maintenance of records open to FDA    

 inspection 
 
Con s id er  th a t  th e p ropos ed  cGMPs  do n ot  m a n d a te th e u s e of wr it ten  SOPs , yet  it  is  dou bt fu l 
th a t  a n y com p a n y cou ld  con s is ten t ly a ch ieve ou r  h igh  level of p rod u ct  qu a lity with ou t  th em .  
Als o, Sh a k lee’s  d ieta ry in gred ien t  ven dor  qu a lifica t ion  p rogra m  fa r  exceeds  wh a t  is  p rop os ed , 
a n d  on ly th e very bes t  s u p p lier s  a re a b le to m eet  ou r  h igh  s ta n da rds . 

 
Sh a k lee Corp ora t ion  h a s  s et  th e ben ch m a rk  for  m a n y yea rs  in  com plia n ce with  th es e com m on -
s en s e requ irem en ts —lon g before th e FDA felt  it  n eces s a ry to tu rn  th em  in to la w in  res pon s e to 
a b u s es  by s egm en ts  of th e d ieta ry s u p p lem en t  in du s t ry.  Adh er in g to th es e requ irem en ts  ta kes  
t im e, com m itm en t , a n d  m on ey.  Th e n ew requ irem en ts  s p ell ou t  wh a t  it  ta kes  to m a ke h igh -
qu a lity, h igh -va lu e d ieta ry s u p p lem en ts .  Sh a k lee n ot  on ly h a s  a  h ea d  s t a r t  on  th is  p roces s , 
bu t  con t in u es  to im prove it s  p ra ct ices  to b r in g ou r  con s u m ers  s a fe, effica ciou s  d ieta ry 
s u pp lem en ts  th a t , in  ou r  view, a re th e bes t  of th eir  k in d  on  th e m a rk et  tod a y. 
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