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Guidance for Industry 

Questions and Answers Regarding Adverse Event Reporting 
and Recordkeeping for Dietary Supplements as Required by 

the Dietary Supplement and Nonprescription Drug 
Consumer Protection Act 

Tliis gi~idance. when tinalizcd. will represent tlie current thinking of tlie tood ancl I ) I . L I ~  
Administration on this topic. I t  does not create or co~ifer an! rights fix or on an! pcl.son 
and docs not operate to bind I-DA or tlie I ~ L I I ~ I ~ C .  \'oil call use a11 alterllatlve ap~ro ;~c l i  i l '  
such appi-oath satislies the recluiremcnts ol'tiie applicable \tati~tc and regulations. 11' 
!oil wish to discuss an alter.nativc approach. contact tlie ITDA staffresponsi blc for 
implementing this guidance. If you cannot identify lhe appropriate FDA staff. call the 
telephone number listed on the titlc page of tliis document. 

1. Introduction 

'l'llis draft guidance docu~nent is intended to assist the dietary supplement industr!- ill 

complying with the adverse event ~.eporting and rccordl<eeping requirements 13rescribccl 
Ii)r dietary supplement nlanufacturers. packers. and distributors hy tlie Dietary 
Si1p131t'ment and Nonl3rescri13tion D~LIJL   consume^. I'rotection Act (I'ub. I,. 109-462. 120 
Stat. 3459). As recluired by section 3(d)(3)  of tliis law. \ve are issuing guidance to 
tlescrihe the minimi~m data elements fi)r serious adverse event repcuts li)r dietar!, 
sul3plements. We are also pro\:itling guidance on ( I  j lio\v. \vlien. and \\:here to submit a 
S C ~ ~ O L I S  adverse event report l ' o~  a dietary supplement: and (2) records ~naintcnance and 
access ['or serious and non-serious ad\zersc event reports and related documents. A 
scl'anltc g~~ idance  is being issued o n  the reporling of serious adverse events fix. o\:cl'- 
tlic-countcr (nonprescril~tion) hilman d r ~ ~ g  products ~i~arl<cted \vi tho~~t  ;III i~l)pro~:cd 
application. 

I;I)A's guidance documents. includ~ng this document. do not establish legally 
enfi)~-ceable responsibilities. Instead. guidance documents describe the Agcnc!'~ CLI~I-cnt 
thinhing on a topic and shoulcl be vieued on1 y as recom~nendations. unless specific 
regulatory or statutol-4 requirements are cited. The use of the word \hol//d i n  Agcncq 
gi~idance means that something is suggested or recommended. but not rccluired. 



O n  Dccember 22. 2006. tlie President signed into law tlie [lietar!, Supplement aiid 
No1i1vescriptio1i D ~ L I ~  C'oiisiumer Protection Act. 71-11is la\\! anieiids thc I:ederal I;oocl. 
[)rug. and Cosmetic Act ( F D k C  Act) with respect to adverse event repnrtiiig aiid 
~.ccordIieeping for dietary supplements and lion-prescription ~ I r i ~ g s  marlicted \vitliout a n  
;rl?proved apl3lication. '1-liis guidance document contains cluestions and alis\t.crs 
relating to the new recluiremeiits ~ ~ n d e r  the Dietary S~rpplement and Nonpl-cscription 
Ilrng C 'o~~sumer  I'rotection Act. concerning the iiiandatory rclwrting to thc Food and 
I > I . L I ~  .-\d~ninistration (I-DA) of serious ad\!crse e\:e~its fbr dietary supplements. the 
~liini~iiuiii data elements to he submitted in such reports. and recorcis o f  serious ancl 
non-scrious adverse cvents reported to a dietary supplement iiianuf~;~cti~rer. paclier. or 
tl istrihutor. 

I I I .  Questions and Answers 

I .  When do the requirements of the Dietary Supplement and Nonprescription 
I)1*ug Consumer Protection Act become effective'? 

'llie effective datc t'or compliance \\it11 the sequi~.ciiients ot'tliis la\\ is llccemher 
22. 7007. 

2. What types of foods are covered by the Dietary Supplement ant1 
Nonprescription Drug Consumer Protection Act requirements'? 

'l'lie requireme~its of this law onl> apply to dietary supplements. No other t lpcs 
or food are co\,ered. 

3. What is FDA's definition of a dietary supplement'! 

Dietar!, sul,plements are deiined. in part. as l ~ r o d ~ ~ c t s  (other than tohacco) 
intended Lo suppleiiient the diet that bear or cc~ntain o ~ i c  or morc of tlie 
li)l lowing dietary ingredients: 

a. A vitamin; 
b. A ~ i i i ~ ~ e r a l :  
c. 4 n  herb or other botanical: 
d.  A11 amino acid: 
c.  A dietar!, substance tix use by Inan to su1~l,lenient tlie diet I?! 

incrcasii~g the total dietar! intake: or 
1.. 12 conccntratc. metabolite. constitucnt, extract. or comhinatio~l ol 

any ingredicnt mentioned above. 



1-i~rtlier. a dietar!. supplement must be Iabcled as such and must be intended for 
ingestion. A dietary supplement must not he represented for i ~ s c  as a 
conventional food or as a sole item oi'a meal or tlie diet. Finall!. the dietar! 
sul~l>lemeiit categorjr generally does not include articles appro\~cd as nc\z dl-112s. 
licensed as biologics. 01. authorized for clinical in\~cstigatioii iliider an IND. 
unlcss tlie article \\as l~rc\~ioi~sl!~ marketed as a dietary si~pplement 01. a4 a li)od. 
I'lic colnplete st;rtutory definition can be found in section 201 (ff) ol' tlic I:1)&(' 
Act (21 [J.S.C. 321 ( S f ) ) .  

4. Ihes  the Dietary Supplement and Nonprescription Drug ('onsumer 
I'rotection Act apply to foods other thiln dietary supplements'! 

No. Howe\:er. FDA docs encourage tlie \:oli~ntary submission oi'repo~.ts of' 
serious adverse events associated with all FDA rcgulatecl liwds. Such rcports 
can be submitted i~siiig MedWatch Form -3500 for \loli~ntar\; repot~ing founci :I(: 

li~tl2s:::/\\:\\~\i .acccssdar;~. taa.qo\ ~ s c l - i ~ ~ ~ s ~ ~ l i C ' d \ \ ~ ; ~ t c h .  

5. What is iln "adverse event'?" 

An "ad\er\e event" i \  health-related event associated with the ilsc of a 
dietar! supplement that is adverse." Section 76 1 (a)( 1 ) of tlie I- I?&(' Act (2  1 
l1.S.C'. -?7c)aa- 1 ( a ) (  I )). 

6 .  What is il "serious adverse event'!" 

A "serious adverse e\fent" is ail ad~c r se  e\.ent that: 

Results in death. a lif'e-threatening experience. inpatient 
liosl~italization. n persistent or significant disabilit! or incap:~ci[y. 
or a congenital anomaly or birth defect: or 
Iiccluires. based on reasonable medical judgment. a medical 01- 

4111-gical inter\ ention to prevcn[ a n  outcomc described ;tbo\~c. 

Section 76 1 ( a ) ( ? )  of the FD&C Act (21 1!.S.('. 37');1a- 1 (a ) (?) )  

I'DA considers inpatient 1iospit:llization to incluclc initial admission to tlic 
liosl~ital (111 an inpatient hnsis. el  en if [lie paticlit is I-elcased the same daj .  and  
prolongation of ail csistiug inpatient I iosl~i ta l i~at io~~.  



7. What is a "serious adverse event report'?" 

A "\erious advcrse event report" is a report that ~iiust be submitted lo I'IIA o n  
MedWatcli For111 35OOil \vlic~i a ~ i i an~~fac tu~e r ,  pacl\er. or distributor ol'a 
d~etar? supl7lenielit leceive\ any report of'a serious adverse event associated 
\\it11 the use of the dietar! supplement in the IJnited States. See section 
76 1 (a)(3) and (b)(  1 ) of tlie FD&C Act (2  1 I1.S.C'. -37Oaa-1 (a)(3). (b)( 1 ) )  

8 .  Who must submit the serious adverse event report for il dietary supplement 
to FDA'? 

'I'lie ~iianufacturer, paclter. or distributor whose namc (pursuant to scction 
403(e)(1 ) of the FD&C ilct) '  appears on tlie label of a dietary supplenic~it 
n~urketrd in tlie United States is req~~ired to submit to I'DA all serious acl\rcrse 
event reports associated \kith use of tlie dietary supplement in the I'nited States. 
Section 761(b)(1) of tlie FD&C Act (21 U.S.C. 379aa-1 (b)( I ) ) .  

The Dietary Supplement and No~iprescription Drug Consumer I'rotection Act 
usually refers to tlie entity tliat is required to s ~ ~ b ~ i i i t  a serious adverse eLent . . 
report to FDA as the "responsible person. I'liis draft guidance uses tlie tern1 

. . 
"rcspo~isible person" as all alternative to "manufact~uer. packel.. 01. distributor. 

9. Are retailers required to submit serious adverse event reports for dietary 
supplements to FDA'? 

Ilsually not. but tlie answer could be yes In some s~tuations. M'lictlier a rctailcr 
is recli~ired to submit a scrious adverse event report l'or a dietar!, supplement i l  

sells will depend on two things: ( I  ) wlicther tlie retailer's namc appears o n  tlic 
label of the dietary supplement: (2)  i t '  so, whether tlie retailer lias cntered into an 
agreement itli tlie nianufacturer or pacl\t.r of the dietary supplement 
transferring responsibility for submitting ad\ ersc event reports f'or the p rod~~c t  
to tlie other firm. 

A retailer whose Iianie appears 011 tlie label ot'a dietary supplenie~it as its 
distrib~~tor may. hy agrettliient. authorize the manufacturer or packer of tlie 
dietar! supplement to submit tlie recluired adverse event reports Ibr such dietary 
sul,plement to tlie FDA so long as the retailer directs to tlie nia~iulictlurer or 
p;~cker all adver~e  events associated with such dietar!. supplement tliat are 
reported to thc retailer through the address or teleplione numbel- on the lahel 0 1 '  

' I Jritlel. section 40 i (e ) (  I )  oftlle ITl1&C' Act ( 2  1 I1.S.C. 343(e)( I )) 21tid 2 1 CFR 10 1.5. clietar.!. 
sul,l,lerllents and other foods in package t'ol-m must bear n label colltairling the name ;itid ~plnce oi' 
b ~ ~ \ i n e s s  of'thc ~,roduct 's man~rtitctu~.er. packer. or distributor. 



tlie dietary supplement. Section 761 (b)(2) ol'the FDKrC' Act (37Oaa-I (I>)(?)). I f '  
\ucli an agreement is in place and tlie retailer complies with its obligation to 
tbr~vard the dietar!, supplement advcrse event reports i t  receives to the other 
17al-t~~ (i.e.. the manufactiu-er or paclter). tlie ~ 'e ta~ler  is i lnde~  no obl~gation to 
report to FDA any serious adverse events tor tlie d~ctary  si~l>ple~iients co~re~.ccl 
I?! tlic agreement. Liltcw ise. it' tlie retailer's nanie docs not appc:u- on [lie IabcI 
of n dietary sul>l?lemcnt. the retailer i.; not responsible ii>r I-eporting :any serioi~\  
;rdvcrse events nssoc~ated with tlie si~l~l)Ieiiie~it to I:11A. 

10. Whcn must reports of serious adverse events hc submitted to FDA? 

Serious adverse evelit reports ~ x e i v e d  through [lie address or phone numbcr on  
the label oi'a dietary supple~iiciit. as well as 211 I follow-up reports 01' ne\v 
~iicdical information received h!. the ~.esponsible person witliin onc !,ear nlie~. 
tlie initial report. must be submitted to FDA no later than 15 b~.~sincss da!.s alter 
tlic rclxwt is received hy tlie responsible I,el.sc>li. Section 7 0 l ( c )  ( 1 ) - ( 2 )  ol'tlic 
I:D&CT Act (2  1 I J.S.C. 37<laa-l (c) (  1 )-(2)) .  I;or tlie reasons discussccl belo\\.. 
1;Il.A recommends that a1 I other serious adversc event rcpo~.ts recei\!ccl hy the 
rcspo~isiible person also be submitted to FDA \vitlii~i 15 business clays ol'rcceipt. 

Section 761 (c)(  l ). \c.liicli contains tlie 15-day deadline li>r submitting serious 
adverse event reports to FDA. expressly applies to serious adverse event reports 
~.esultiiig lYom intc)rmation received by tlie responsible person through the 
address or telcplionc nuiiiber on tlie product label. illtliougli the 17D&(' Act 
tlocs not ercpl-cssly provide a timeti-ame for serious adverse event reports tliat tlie 
resl7onsiblc person receives b), other means (sucli as I?!; e-mail or iris). tlic 
reporting oi'such adverse events is rccluircd by tlie plain langungc of section 
76 I (b)(  1 ) (providing that the respolisiblc person "slinll submit . . . r1i11' rc1poi./ 
i.c~.cji\,cd o f a  serious adverse event assc~ciated \\:it11 such dietary supplement 
wlien used in tlie linited States . . . ." (emphasis added)) . and tlie agency 
recommends that such reports be submitted to I:DA \vitliin the same timeti-amc 
as rclmrtsreceived by phone or mail, i.e.. \villiin I5 business days ol'tlieir 
receipt hy tlie responsible person. 

I'rompt submission ot 'se~-ioi~s advel-sc e\.enl reports is impel-tnnt Ihr pi~hl ic 
health I-easons. Delayed reporting ol 'so~iic sel-ious ad\~crse c\!cnts to FDA 
solel!. because of the medium tliroilyli \vIiicIi tlie ;~~l\!e~.se evelit \\:as ~.cportcd to 
tlie rcsl,onsible person would lessen tlie el'fecti\ieness of ad\,erse c\.ent ~-cporti~ig 
as an early \w.ning sign of possible safety problems wit11 diet:u-y supl~lements. 
WiIliout prompt notitication of all serious adverse events nssociatccl with dietar!: 
supplements. FDA \~oulci be unable to investigate and follow LIP ~)~-o~iil>tly. 
\cIiicli in turn coi~lcl cause de1aj.s in alerting the public &lien saikty problems arc 
li)i~lid. -1-1iereti)re. the agency stroligly recommends that all scrious adverse 
eilent reportwecei\led by the responsible person should be reported to FDA 



\I. ithi11 15 busi~iess days of receipt, regardless of the Iiieans b) 13 Iiich the 
I-csponsible person received tlie initial report. 

'1-he date the responsible person receives the minimum data elements (i.c.. 
identifiable i~ i , j~~red  person. initial reporter. suspect dietary supplement, scrious 
advcrse event) is Day O of the 15-business-day time clocl< and sIi0~11d be entcl.ed 
in section Ci. ldocl; 4. 011 FDA Forni 3500A. If'thc responsible person does not 
initially recei\;e sufticient data for a sel-iol~s ad\iersc evelit rel7ol.t to FIIA. but 
later receives adclitional information co~iipleting the minimum data clemcnts 
listed in (>ucstion 13, then tlie responsible person should suhniit the scl-ious 
advc~.se event 1.el7ol.t witllin 15 business days of the date tlic additional 
inthrmation was received. Ivitli tliat date entered in section (;. hloclc 4. ol'I7DA 
I:orm 350OA. 

Reports ot'serious adverse events received bq a responsible person ill ~ l i i c l i  the 
initial reporter idciitifics tlie suspcct dietary supplement as one ma~lufac t~~rcd .  
pac1;aged. or distributed by another responsible person should bc promptl! 
f o r ~ a r d e d  to tliat other responsible person. A responsible person ~ ~ h o  recei\jes 
a report of an adverse event regarding one of its products tiom another 
responsible person m ~ ~ s t  submit a serious adverse event report to FDA \\itliin 
the same timeframe applicable to any repol-1 recei\ ed from an  initial repo~-ter 
(i.c.. I5 business d a j s  fro111 receipt). ~ ~ n l e s s  tlie serious ad\rersc everit lias 
already been submitted to FDA by tlie lirst ~.csponsible person (scc "Suspect 
Ilietary Supplement" discussion in Question 1 3). 

I I .  How is a serious adverse event report for il dietary supplement suhmittcd 
to FDA'? 

A serious adverse event report for a dietary supplement is submitted to 1:l)A on 
Med Watch Form 3500A. '1'1ie manu1actu1-el-. 17aclcer. or distributor of a dicta[-! 
supple~i~ent  is required by statute to use a MedWatch form when submitting a 
serious adverse event ~.eport to FDA. The statute l7ermits but docs not require 
I'IIA to modify tlie MedWatch form for dietary supplement rclmrting. 'l'he 
agency lias detel-mined tliat MedWatcli Form 35OOA. tlie fhrm used fi,r 
1iiandato1-y reporl.ing of' adverse events for olher FDA-regnlated products. is also 
the most appropriate MedWatch form currently available for mandatory 
~-cpo~.ting of dietary supplement adverse events. As FDA gains experience \\..it11 
mandatory adverse event reports for dietary supplements. tlie agency \vil 1 
consider \vhether tlie h n n  should be modified to facilitate dietary supplerne~lt 
repcxting. Section 761 (d) oftlie FD&C Act ( 2  1 I1.S.C'. 379x1- I (d)). 

12. Arc there ilny instructions ilvililable for filling out MedWatrh Form 350OA 
to ~.cport a scrious adverse event for a dietary supplement'! 



Yes. Instrilctions for tilling out Med Watch Form 3SOOA for serious adverse 
c\,ent reports for dietary supplements arc in Appendix A oj'tliis guidancc and 
are available on! ine at 11tll3:li\f:\+:\+-.cIk:rn. lda.~o\~i--dms/dsacri11~. I11!ii I . 

13. W"at irre the minimum data elcments that sliould be included in il serious 
irdverse e\.cnt rcport for i) dietirry supplement, irnd where should these tlirtir 
elements be entered on MedWatch Form 3500A? 

'I'lie live data elements listed in tlic bullets belo\?; should he included in an!. 
serioi~s adverse event report for a dietary supplement. 'l'liese elements. at a 
minimum. are necessary for FDA lo avoid duplication in its adverse e \ w t  
reports database, interpret tlie significance oj'advcrse events. j'ncilitate li,llo\?.;- 
L I ~ .  ;111d detect fraud. 'l'lie section \?.;here each element slioi~ld be entered on 
McdW;ltcIi Form 3500.4 is given in parentlieses at the end o f  tlie bi~llct. 

. a n  identiliable inillred person (Section '4): 
all identitiablc initial I-eporter (Section E:) 
identity and contact information  ti^ 1 lie rcsponsi ble person ( i  .e.. tlie 
manufacturer, paclter. or distri Oiltor s ~ b ~ i i i t t i ~ i g  tlie serious adverse c\.ent 
rcport to FDA) (Section (;) 
a suspect dietary supplement: (Section C')  and 
:I serious ad\jerse evcnt or fatal oi~tcome (Section B). 

'l'lie responsible pel.son should actively seek information on an!, mi~iimum data 
elements tli;~t arc not initirllly 17l'ovidcd by tlie reporter and wait to submit a 
serious adverse event report to F11.4 until tlie int'orniation is obtained. I'I)A 
recommends that the responsible person document its efforts to obtain tlic hasic 
elements for a serious adverse event I-cport. As discussed bclo\v in tlie 
cli~estions and answers about recordl<ceping. tlie reslmnsible person must lieel7 
rccords related to any adverse event report it recei\!cs for six years. regardless of 
~vhetlier tile event must be reported to 1;1),4. 

[luring initial contacts with the reportcr and subsequent follow-1117. the 
responsible person slioi~ld make diligent attempts to nhtain complete 
information. I'o this end. tlie agency encour~~ges responsible persons to i~ sc  
(rained Iiealtli care practitioners to elicit inlbrmation from rel~ortcrs. C'oliil7~1tc1.- 
assisted intervie\\- technolog!,. targeted cl~restionnaires. ancl other methods 
cle\lclol~ed to obtain detailed information on an e \ w t  can help li>cus the line ol' 
cluestioning. When the initial relmrf is from a consumer. I D A  reco~iiniends  hat 
tlie responsible person seek the ili,iured person's 13ermission to contact tlic Iiealtli 
care 13ractitioncr(s) familiar \vith tlie diagnosis and treatment ol'tlic adverse 
cvent to ol7tai1i ti~rtlier i~it'ol-mation anti relevant medical records. as needed. 



'1 '0  have a n  identifiable inii~red person means providing enough information to 
demonstrate tli;lt an individual person was ili.jured. I:ol- example, iilling in 
"some cons~~mers"  under "Patient Identifief' ~vould not be sut'ficient: however. 
a report tliat listed tlie patient identifier as "an elderly \vo~uan" or "a young 
man" would be sufficient because there is enough information to assess tliat a 
specilic person was injured. Onc or more oftlie following automaticallq. 
clualities a person as identifiable: agc or age category (c.g.. aclolescent. adult. 
elderly), gender. initials. datt: of'birtli, name. or patient ideiitificutio~i number. 
A report stating that "an elderl j  woman had anaphylaxis" 01- "a ).oilng man 
esperie~iced anaplig~laxis" \vould be sul~~icient. II'a report s~~l lmit tcd  to tlic 
~.cslxuisiihlc person refers to groups o l ' u ~ ~ l i ~ l o \ ~ l i  size. si~cli as "so~iic" 01- " a  ILw" 
college students got allapll!/laxis. tlie responsible person s l i ~ ) ~ ~ l d  li)llo\?; 111) 10 

lind out tlie ni~mber ot'i~?iured persons and then submit a scparatc rcllor~ to 1:DA 
[?,I- each identiliable ili.iured person. 'The responsible person should distinguisli 
each ili.jured person so tliat i t  is clear that tlie sepluate serious ;~d\:erse event 
reports arc not d~lplicate reports of a single adverse event. 

' 1 ' 0  protect tlie privacy oftlie injured person. lie or she should not he idcntiiicd 
by name or address: instead. the responsible person should assign a code (e.g.. 
tlie injured person's initials) to each scrious adverse event report tliat wi I I 1x1-mit 
csoss ~.eft.rencr witli identifying inii)rmation and contact inforniation in tllc 
respc~isiblc person's records in case the responsible person needs to contact tlie 
i 11.jured person (or tlie initial reporter, if other than tlie illiurcd pesson) li)~- 
lhllow-up. 

l n i / i ~ ~ /  l i e l~o~ . /e~ .  (Section E)  

I'he initial reporter is tlie person who tirst notifies the responsible 13crso1i a b n ~ ~ t  
tlie serious adverse e\.ent and can be the i11,jured person, a faniil!' memhcr. or 
some other person (c.g.. doctor. plial-macist). In addition to tlie contact 
illformation recluested on tlie f i~rm. the initial reposter's c-mail address slio~~lcl 
also hc 121-o\ridcd. ~f a\'ailable. 

II'tlie initial reportel- is a tlilrd party who has only limited information ahout the 
serious adverse event (e.g.. "my neighbor told me tliat a friencl bec;lme seriously 
i l l  after taking Product X"). the responsible person should ti-11 to obtain contact 
infor~nation (such as a phone nulnbcr 01- e-mail address) for someone witli 
ller\onal knowledge of tlie adverse ebent. flie responsihle person should tlicn 
follo\b up witli tliat person to obtain enough information to submit a serloils 
ad\ ersc event report to FDA (1.c.. tlie ti\,e minimum data elements). 

IS tlie initial reporter reclucsts tliat tlie responsible person not fol-\bard tlic 
I-eporter's name and contact information to FDA. tlie responsible person can 
si~hmit 11 report ultliout identifying tlie reporter. as long as tlie responsihle 
person keeps tlie contact information on file so tliat it Ilia) contact tlic rcpo~.tel 



either upon request by FDA 01- 011 its own iiiitiati\.e. For these reports. tlie 
responsible person should f i l l  in the initial reporter name and address blocli in 

. . 
sectio~i I, of Fol-111 3500A with a statement sucli as "Recluested Anonymity. 
I Io\ve\:cr. if?the initial reporter retilses to givc 1.11~ responsible person at 1c;lst 
one \va! of contacting liinl or her li)r follo\a.-up. sucli as a phone ~ i i ~ r n h e l  or  c,- 
~iiail addrcss. the responsible 1,crsoii should not submit a serious ad\:erse event 
~.cport to FDA I>ec;r~ise one ol'tlie mini~num data clements for a report is 
missing. 

l~c~.sj)on.si/~lo 1'c~r.son (Section (; - "A1 I Manufacturers") 

'l'his scction of Form 3500A is for in formatio~l about the responsible person and 
the initial report. Per the instruction5 in Appendix A. bloclts 5 and 6 are not 
recluircd for dietary supplement serious ad\.ersc e\.ent reports. 

,5'11,sj)cc'/ llie/~n:\'  , \ ' ~ ~ / ) ~ ~ / L J I I I C ~ I /  (Section C' - "Suslxct Product(s)") 

\;it11 ~xgard to a . s ~ i . s j ) c ~ ~ ' /  ~ ~ L ' / L I I ; \ J  . S I ~ / ) ~ ) / ~ ~ I I C I I / .  provide the complete product 
name. including brand nrlme and other identitiing inforination as necessar!. to 
provide suf'ticient information to unicluely identify the suspcct product and 
distinguish it fi-om other similn1.1y named products. 1-or example. "Vitamin ("' 
or .'multi-vitamin" would not bc considered complete prodi~ct names. 
I<xamples of inl'ormation that may be needed to unicluely identil:\, tlie product 
include .the physical form of the product (e.g.. tablet. po\.vder. gelcal,. bar): 
st~.ength (c.g.. 120 mg); fla~lor. if any: and  packaging fosni and size (c.g.. 120- 
tablet bottle). 

II'a serious act\ erse event in\rolvcs multiplc dietarj, supl~lements that arc 
man~~factured.  pacltaged. or distributed by tile samc responsible Ixrson. the 
sesponsihle person should submit only one serious adverse event report to ITI)A 
o n  Form 350OA. listing all suspect products in Section C' with the samc 
manufi~cturer report number in section 6. blocli 0. 

If'the serious adverse eL8ent invol\ cs u nonprescription clrug product marlLeted 
\\ithout an approved application and a dietar! supl,lement that is also 
manufactured. pacliagcd. or dist~.ibuted hy tlie samc responsihlc person. and tlic 
~nitilrl reporter Irle\\s each product as suspcct. thc ~esponsiblc person s h o ~ ~ l d  
submit one repol-t about tlic serious n d ~ e r s e  e\ ent to hot11 ('IIER ;rnd ( ' I  SAN. 

I lie report s h o ~ ~ l d  includc ~liformation about both suspect products In sect i o ~ i  C' 
and should iise one manufacturer rel,ol-t number. 

II'a serious adverse event in\~ol\lcs m ~ ~ l t i p l c  suspect dietary supl,lciiic~its that 
\\:ere manufactured. pacliaged or distributed by Inore thtrn one rcsponsihle 
pcrson (e.g.. man~rli~cturers A and 13). and if the event is reported to onc of the 
rcsl,onsible persons (manufacturer A). then that responsible pel-son 



(riianufactu~.er A) should sub~iiit n serious adverse event report to I:DA 1.Iiat 
identifies both its own 17roduct(s) and  manufacture^- B's product(s) in tlie 
Suspect Product section 01' Form 350012. In such a case, mani~t:;lcturer A sliauld 
send manufactu~-er B a copy of tlie submitted Form 3500A. including 
manufacturer A's report number. h~lanufacti~rcr B need ~ io t  submit to FDA 
i nthrmation already submitted to the agent!, by manufacturer A. Thereii~rc. 
ma~iufactu~.ei- B need not submit :I separate report to FDA for tllc serious 
advcrse event unless ~nani~facturer H Iias info1.1iintio11 about tlie serious ad\!erse 
event that was 1101 pro~lided to FDA in rnani~i~ict~~rer  A's rcl2o1.t. I I' 
~iianuf'acturer B does have such information. i t  ~ i i i~ s t  be rcpol-ted to I:I)A. 111 this 
situation. manufactu~.c~. [3 slioultl si~bmit tlic information as a li)llo\v-i~p rc1701.t 0 1 '  
new medical informatio~~ (see Questions 17 - 1'1). nccompa~licd 171. a copy 01' 
manuf'ncturer A's serious ad\~erse event report. It is not necessary iijr 
mani~lacturer 13 to sub~nit its o\vn separate serious adverse e\!cnt report o n  1;ol.m 
-3 500/\. 

,Sci . io~~.~ .~L/IYI. ,YCJ E I 'L ' I~ I  or F(II(I/  0111co17rc~ (Section B - "Ad\-crse II\,cnt 01 

I'roduct Problem") 

A \er.ioll\ c~dl~c~i-\c~ c1~c>17/. as dctined in seetioil 761 (a)(?)  of the Ilietar!, 
Supplement and Nonprescription Uri~g C ' O I I ~ L I I I I ~ ~  P rofec t i~)~~ Act ( 2  1 I1.S.C'. 
370aa-1 (a)(?)). i b  an ad~zerse event that rexults i n  one or Inore of thc Ih l lo \ i~ i~~g 
patlent outco~nes or. based on reasonable nledicnl judgmeilt. requires a ~ncdical 
or surgical inte~.ventioi~ to preveilt one of thc following patient outcomes: 

death 
a l i  lk-tllreatening experie~lce 
i~lpatient ~ios~~italization' 
:I persistelit or significant disabilitj, or i~lcnpnci t~~ 
:I congenital anomal! or birth defect. 

ITIA considers inpatient llosl~italization to include initial admission to the 
hobpita1 on ail inpatiei~t basis. e\,en if the patient is released thc same cia!,. and 
prc>longation ol'an existing inpatient I~ospitalization. 

i\ .\PI-iol-l.s ~~d\'ci..sc c \ Y ~ I ~ /  other than death should. at a minimum, be described i n  
terms of signs ( includi~~g abnornlal laboratory findings). synlptoms, or disease 
diagnosis for purposes ot'rel7ortiilg. 7Pl~i~s. a report stating that thc iniured 
person "experienced unspecified i11ju1.y." "suffered irreparable damages," or 
"ivas i l l "  would not be specitic enough. If tlie initial reporter docs not provide 
any signs. symptoms, or diagnosis. the resl7snsible person should l i ) l lo~!  L I ~ >  as 

' See Qucstion (1 for gi~idance on how FDA interprets the term '.inpatient hospitalization." 

1 1  



necessary to obtain more int'ormatioii from that person. tlie patient. or (\\ it11 tlie 
patient's peniiission) medical professionals wlio treated tlie patient. 

A report of a frr/rrl ozrlcon~e (death) meets the iiiinimiuii descl-illtion l i ) r  a serioi~s 
a d ~ ~ e r s e  event even if the e l  ents tliat led to the death are iiiil<noun. l ~ t  \ilcIi 
reports s l i o ~ ~ l d  also include an! other available information related to the death 
(c.g.. acivcrcc e\leiit(s) associated with tlie deatli). 

13. Can I submit a serious adverse event report to FDA using the MedWatcll 
\.oluntary reporting form (Form 3500)'? 

No. FDA has determined ~ ~ n d e r  the authorit! granted by the statute tliat dietar! 
supplement man~~facturers. paclcers. and distributors I I ILIS~ report s e r i n ~ ~ s  adverse 
events associated \vith their products on MedWatcli For111 350OA. the 
mandator! rcportlng fbrni for ad\,crse ekents. Houever. ~roluntary reports 01' 
adverse e \  ents associated with a dietar! supplement niay be submitted on 
MedWatcli Form 3500. tlie v o l ~ ~ ~ i t a r y  reporting form. Vo1unta1-!I I - C I - ~ ~ ~ S  of 
dietary supple~iient ad\ ersc e \  enth uould i~icludc: 

an)  adverse event report submitted by 21 consumer. health care provider. or 
any other entity tliat is not a dietary supl~lement manufacturc~-. paclicr. o r  
distributor: 

a report ot'n nnn-serious adverse event submitted by a dietar! supplcmcnt 
~iiani~facturer, paclier. or distributor for one of its products: 

a report of a serious adverse event submitted bj. a dietary suly~lement 
~ilanufacturer. pacl<er. or ciistributo~ for one of' its pr~ci i~cts .  \i.licre tlie iirni 
is not the ~'respo~isible person" who milst report the serious ad~rcrse evelit. 
For example. tlie manufacturer ol'a dietary supplement might clioose to 
submit a report of a serious adverse event to FDA even though tlic 
distributor was the "responsible person" because the distributor's name 
appeared on the dietary suppleliient label. In such a case. FDA w n ~ ~ l d  
receive both \ . o l ~ ~ ~ i t a r y  and malidatory reports of the same serious ad\,erse 
event. 

15a. Am 1 required to submit a copy of the label of the dietary supplement that 
is the suh,ject of the serious adverse c\.ent report with MedWatch Form 
3500A? 

Yes. A copy of the lahel on or uit l i i~i  tlie retail pacl\aging of that dietarj 
supl,lement must bc included ~vi th  the serious ;ccl\'erse event report to 1;1)!\ 
Sectio~i 761 (b)(l  ) oftlie FD&C Act (21 I1.S.C'. -37Ona-l(h)(l )). 



15b. Should 1 submit anything other than the product label along with Form 
3500A1? 

Yes. As part of tlie 
person to attach the 
(2)  autopsy reports. 

serious adverse event report. M'e encoi1ragc tlie responsible 
following, as appropriate: ( I ) liospital discliargc sumniurics. 
(3 )  r e l e ~ ~ a n t  laboratory data. and (4) other critical clinical 

data. 

16. Does ;I sample of the dietary supplement that is the subject of the serious 
aclverse event report have to be submitted to FDA? 

No. I'liere 1s n o  recluirement that a sample ol'tlic dietar! si1p13lement be 
~xovided to FDA wit11 the a i l ~ e r ~ e  e\ ent report and FDA does not rccommcncl 
! 011 suhmit a sample i~nlcss recluested to do so. 

17. Must new medical information received I>y the manufacturer, packer, o r  
distributor of it dietary supplement that is related to a previously submitted 
serious adverse event report also be submitted to FDA'? 

Yes. any new medical information rccci\cd ~\i t l i in one year of the ~nitial rcport 
nlurt be submitted to FDA. Section 701 ( c )  ( 2 )  of the FD8tC' Act (21 1' S . ( ' .  
779aa-l (c) (2)) .  Even i l ' n c ~  medical information is r c c e i ~ w i  later than one !car 
alicr the serious adverse event report and therefore does not havc to bc reporteil. 
!(XI milst heep i t  in your file on tlie serious adverse event for six years because 
i t  I S  a record related to tlie sel-ious adverse event report. Section 76 l (c ) ( l  ) ol'tlic 
I-D&C Act (21 0.S.C.  379aa-l (c) ( l  )). Although !nu are not required to submit 
to FDA any new ~neclical ini'ormation that is recei\ cii later than one year alicr 
the serious ad\ crse event report, u c  encourage the \ ~ o l u n t a r ~  ~ i ~ b m i s s i o n  01' such 
information so that \be o b t a ~ n  a complete report to evaluate. 

18. When ilm 1 required to submit the new medical information to FIIA? 

fllis lieur medical inl'orniation must he suhmittccl to 17DA ~vitliin I5 ~ L I S I I I C \ \  

da! s ol'being ~.eceived by tlie iiiani~facturer. packer. or distributor. Section 
761 ( c ) ( 2 )  ot'tlle FD&C Act (21 IJ.S.C. 379an-1 (c) (2)) .  

1%. How should I suhmit the new medical information to FDA? I)o I havc to 
fill out and submit another report on MedWatch Form 3500A, in addition 
to the initial serious ad\.erse event report 1 originally submitted? 

N o ,  you do not l i a ~ ~ c  to complete a ne\\ rcport on Form 350OA to s u h m ~ t  ~ t l i  
tlie 11ew ~nedical information (e.g.. medical records). Instead. simpl! submit a 
cop) ol'the new medical information in tlie same form >ou r c c c i ~  ed it and 
include a c o l 3 ~ ~  of tlie initial serious adverse e\cnt  rcport that I ~ ~ L I  previoi~sl! 



hubmitted on For111 35OOA. I t  is not necessary to re-submit an!, attachments 
Vrom tlie initial serious adverse event report. 

I9b.  How can I ensure  tliat the newT ~nedical  information I submit  n ' i l l  bc 
consolidated into il single repor t  hy FDA'! 

lI').oi~ i~icludc a copy of your initial serious adversc c\,elit rcport 011 McdWa~cli 
1;os1ii 350OA ~ ~ l i c ~ i  you s i~b~i i i t  the new ~iiedical i~ili)r~iiatio~i. 1;L)A \ \ t i l l  be able 
to co~isolidate tlie initial submission and the ne\v ~iiedical inlhrmation into :I 

single report. 

20. Will FDA confirm receipt of serious advcrsc cvcnt rcpor ts  submitted a n d  
provide il t racking n u m b e r  to use for  fu r the r  submissions of new medical 
information related to the  initial rcport'! 

Not at tliis tinic. FDA is \vorlcing to iniplcriient p~~occsses tliat will pro\.ide a 
contirmatio~i ofrcceipt and tl-aclcing nilmber to the responsible I ~ C ~ S O I I  \\ilie~i a 
serious adverse elrent report Ihr dietar), supplements is submitted. We \ \ i l l  
rc\;ise tliis guidance n.lien tlicsc processes are iniplementetl. 

21. How tlo I gct a copy of the MedWatch Form 3500A1? 

k4edM~atcli Form 35OOA is 011 FDA's Internet web site at 
11rtp::"1\,1\ \\,.lila.go\,inicdu atclil~etli)rms.I~t~ij.  I I ' Y O L I  arc ~ ~ n a b l c  lo access the 
on-line versio~i of the for~ii.  ~ O L I  ~iia!' recluest a l,aper cop!. of tlie form I?!. c:~lling 
1 -800-FDA- 1 088 or b!, sub~iiitting a \vritten recluest to \,led Wnlcll al 
Med Watch: The I-IIA Sali'ty Infol-mation and Ad~nerse E\:ent Keporting 
l'rogram Oftice Of The C'c~iter Director. C'enter lijl- Drug Evali~ation and 
I~esearcli. 55 15 Securit). Lanc. Suite 5 100. I<ocli\!ille. MD 20852. 

22. W h e r e  d o  I submit  my completed MedWatch Form 3500A f o r  il serious 
adverse event repor t  fo r  dietary supplements'! 

I'lease mail your MedWatcli Form 3500A. alo~ig  \ \  ith a col7)~ of tlie dietar), 
hi~pplenient label and any otlicl- attaclilnent\ (see <)uestions 1% and 15b). to: 
FDA. C'cntcr t'or Food Safety and Applied Nutr i t io~~.  Oflice oi ' lood Deli'nse. 
C'ommi~nication and Emcrgenc! Itesponse. C'AERS Tcam. HFS- 1 1 .  5 100 I'aint 
13rancli I'arlcway. College Parlc. MD 20740 

23. Docs FDA have an  on-line option a t  FDA's MedWatch websitc for  
sul~ni i t t ing  serious adverse events reports  for dietary supplements 
clectronicillly'! 



No. We do not have this option a\railable for dietary supple~nent adverse event 
reporting at this time. Serious adverse event reports for dietar!. supplements 
must be submitted b j  tilling out MedWatch Form -3500A and mailing it to FDA 
(see answer to Question 22 for address) along M it11 the product label and on! 
01 licr attachments. 

24. Can MedWatch Form 3500A for a dietary supplement serious ;~d \~crse  
cvcnt report be submitted to FDA by facsimile'? 

No. Dietar) sul,pleme~lt serious adberse events reported on MedWatcli I'orm 
35OOA milst be mailed to FDA (see ansiier to Qucstion 22 ibr address). We do 
not permit the submission of these rcports b!. facsimile. 

2%. How long should I maintain records of serious ;~d\rersc event rcports and 
I-elated medical information'? 

You must maintain records related to each rcport of a serious adverse e\{ent for 
a period ot'0 Scars. Section 76l(c)(l  ) ot'tlie FD&C Act (21 I1.S.C'. -379aa- 
I ( e ) ( l ) ) .  7'liesc records should include. at a minimum, copies of'tlic li)llo\\ing: 

the responsible person's serious adverse cvcnt report to FDA on 
Med Watch Form 3500A. 1% itli attachments; 
an!, neu medical i~iforrnntioli about tlie scrious ad\lerse evelit received 
by the responsible person: 
any  reports to FDA of new mcdical information related to tlie SCI .~OLIS 

adverse event: 
communications betneen the respons~ble person and 

tlic initial reporter 
any other person(s) who pro\ ided information rclated to tlie 
ad\.el.se event 

25h. Do I have to keep records of non-serious adverse events reported to mc as 
the milnuf;~cturcr, paclicr, or distributor of the dietary supplement 
involved'? 

Yes. 11' you receive a report of a non-set-ious adverse evelit associated with a 
dietary supl,leiiicnt for \vIiicli you are tlie manufacturer, pacl<er. 01- distributo~-. 
yo11 milst lteep tlie report along wit11 any  related records (e.g., l.ecords ol'youl- 
communications with the person(s) who reported tlie advcl.sc event to !,ON). /Ill 
si~cli records o f  non-serious adversc events must hc Itept for six years. ,illst as 
~citli recortls of serious adverse events. 

26. Can FDA examine or inspect my adversc e\,ent report rceords? 



Ycs. During an FDA inspection conducted under tlie authority of section 704 oi' 
the 1:D&C Act (21 [J.S.C. 374). FDA is nutllorizcd to have access to a11 :~dve~.sc 
event report records tliat dietary supplement manufacturers. packers. and 
distl.~l>i~tors are recluired to maintain. Section 701(e)(2) ot'tlie I:l)&C' ,'\ct ( 2  I 
I 1  S.C. 37Oaa-1 (e ) (2 ) ) .  

27. Is my submission to FDA of it serious itclversc event report iln ittlniission 
thitt the dietary supplement involved caused the serious itdvcl-se event 
tlcscribetl in that report'? 

N o .  YOLII. s i ~ b ~ i i i s s i o ~ ~  will not be cc~nstrued hy FDA as all admission l.l~at tlie 
dietary supplement involved caused or cor~tributcd to the adverse event being 
l.eported. Any serious ad~rerse elrent report submitted to FDA. incli~ding any 
new medical information submitted as a fi)llow-up to the initial I.eport. is 
considered a safety report i111der section 750 oftlle I;D&(,' Act (21 I!.S.C3. 370\.) 
and may be ~1cco11il2a11ied by a statement. \vIiicli shall he a part ol'an!; report that 
is released for pi~blic disc1~1~~11.e. that denies tliat the report or the rccorcls 
constitute an admission that the product i n ~ o l v e d  caused or contributccl to tlie 
serious adverse event. Section 701 (f)( l ) ot'thc I'D&C' Act 12 1 I1.S.C'. -?7();1a- 
1 (1.N 1 ) I .  

Furtlie~.. FDA notcs tliat MedWatch 1201.111 3sOOA contains tlie statement 
"Subn~ission ot 'a report does not constitute an adn~issioli that meclical 
personnel. user facilit?,. importer. distributol.. ~nal~utilcturer 01- product causctl o r  
contl.ibuted to tile event." 


