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AndrewC. von Eschenbach,M.D.
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U.S. FoodandDrug Administration
5600FishersLane,RockvilleMD 20857-0001

DearDr. von Eschenbach,
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I amwriting to makeyou awarethatproductscontainingkohl -~ a coloradditivethat FDA considers
illegal — recentlycontributedto the leadpoisoningoftwo Maryland toddlers.

I requestthatFDA investigatehow suchproductsenteredcommercein violationof theFood,Drug,
andCosmeticAct. FDA shouldthentakeall necessaryactionto preventthefurthersaleofthese
productsandtheleadpoisoningofotherchildren.

The two toddlerscameto the attentionof theMarylandDepartmentof theEnvironmentwhentheir
blood leadlevelsexceeded20 microgramsperdeciliter,placingthematrisk for long-termcognitive
impairment.Leadpoisoningat this level routinely triggersan environmentalinvestigation.
Investigatorsfrom thestateagency,however,did not find asourceof leadpoisoningin thepaint at
home. Instead,theydiscoveredthat theparentsof both toddlersroutinelyappliedthesamekohl-
containingproductaroundtheeyes.

Theproduct,calledHashmiSurmaSpecial,is manufacturedin Pakistan.Thestatetestedtwo samples
— oneprovedto be 39%leadby wehiht,andtheother45%leadby wejgl~t.Incredibly,thepackage
label for this hazardousproductencouragesparentsto apply thecosmeticeverynight aroundtheeyes
of infantsso that theywill notneedglasseslater in life.

Stateinvestigatorsinformedmeon Friday that oneof thetwo families (neitherof whomlive in
BaltimoreCity) purchasedHashmiSurmaSpecial in my jurisdiction. I immediatelysentaHealth
Departmentinvestigatorto thestore. Shefoundseveralkohl-containingproductsfor saleandremth’ed
them from the shelves.TheMarylandDepartmentof theEnvironmentissuedahealthadvisoryto warn
consumers.I issuedan orderundermy authorityashealthcommissionerbanningthesaleof all kohl-
containingcosmeticproductsin Baltimore City.

Thecoordinatedstateand city actionsneedto be matchedby federalactionto tracetheorigin of these
productsandshut downany distribution networksin theUnitedStates.

I amattachinga copyofthepressreleasefrom theMarylandDepartmentof theEnvironment,my
order, anda copyofthe recentFDA statementon theseproducts.
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Thankyou for yourpromptattentionto this matter.

Si cerely,

ua M. Sharfstein,M.D.
Commissionerof Health

cc: Kendl Philbrick, Secretary,MarylandDepartmentoftheEnvironment



BALTIMORE CITY HEALTH DEPARTMENT

NOTICE AND ORDER TO REMOVE HEALTH NUISANCE

To: BALTIMORE CITY RETAIL ESTABLISHMENTS

Issuance Date: September 8,2006 Compliance Date: September 11, 2006

The Baltimore City Health Department has determined that products sold within Baltimore City
pose an immediate health and safety hazard to inhabitants of the City. These products are
marketed as containing a substance known as Kohl, Kajal, Al-KahI, or Surma (hereinafter
referred to as “kohl”). The Maryland Department of the Environment tested the “Hashmi Surma
Special” product and found lead levels of 39% and 45%. These products are applied around the
eyes, and two Maryland children have suffered lead poisoning after using the products.

The U.S. Food and Drug Administration has found that products containing kohl are a source of
lead poisoning. Selling these products is illegal under federal law. Federal Food, Drug, and
Cosmetic Act, 21 U.S,C.S. §~301, et seq. The Commissioner of Health has determined that
products containing kohl are a health hazard and a nuisance pursuant to Titles 2 and 5 of the
Baltimore City Health Code. Health Code §~2-201, etseq. and 5-101, etseq.

Therefore, by authority of the Commissioner of Health under sections 2-105(5) and 5-101 et
seq. of the Baltimore City Health Code, all Baltimore City retail establishments are hereby
ordered to take the following corrective action:

1) Immediately stop the sale and/or distribution of “Hashmi Surma Special” and any other
cosmetic products containing Kohl, Kajal, Al-KahI, or Surma within Baltimore City;

2) This action must be completed by 5:00 p.m. on September 11, 2006.

Failure to comply with this notice and order is a misdemeanor and, if convicted, violators will
be subject to a fine of up to $1,000.00 for each offense.

If any retail establishment fails to comply with this Notice and Order within the time frame
allotted, in addition to initiating criminal prosecution or other legal enforcement proceedings,
the Commissioner of Health may secure personnel to remove the nuisance items from the
shelves of retail establishments. The person in charge of the property will be liable for the



expenses incurred by such corrective action and such expenses may act as a lien against the
property until they are paid in full.

You have the right to request an administrative review of this notice and order in writing, within
10 days, setting forth in full the reason therefore.

L ~
Joshua M. Sharfstein, M.D.
COMMISSIONER OF HEALTH
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NewsRelease
MARYLAND DEPARTMENTOF THE ENVIRONMENT1800 WashingtonBoulevard• Baltimore,Maryland21230• www.mde.state.md.us

RobertL. Ehrlich, Jr. Kendi P. Philbrick
Governor Secretary

FOR IMMEDIATE RELEASE Media Contacts:
JulieOberg
(410) 537-3003

RobertBallinger
(410) 537-3012

MARYLAND DEPARTMENTOF THE ENVIRONMENT AND THE BALTIMORE CITY HEALTH
DEPARTMENTPARTNERTO HELPCHILDREN

BALTIMORE, MD (September8,2006)—TheMarylandDepartmentof the Environment(MDE) in partnership
with the Baltimore City Health Departmentcallson the public to stopusingthecosmeticblackpowdered
substancecalled Surma(kohl). This materialmay containvery high levelsof lead.Surma(Kohl) cosmeticsmay
often be appliedto the eyesof children. It is alsousedas ateethingpowderfor infants.

TheMaryland Departmentof the Environmentplansto noti~’all Marylandlocal healthdepartmentsaboutthe
concernof Surma(Kohl) and its effectson children.MDE performsenvironmentalinvestigationsfor children
with elevatedblood lead levels. In someof the investigationsno typical sourceof lead is discoveredandtenants
areaskedquestionsaboutthe possibleuseof non-traditionalremedies.There is evidencethat someof these
remediescontainhazardouslevelsof lead,particularlySurma.In recentinvestigations,inspectorsdeterminedthat
Sunnawas usedon childrenwith elevatedblood lead levels. The parentswereadvisedto stopusingSurma.The
MarylandDepartmentof the Environmenthas referredthis issueto the Office of the Attorney General‘s
ConsumerProtectionDivision

“Lead is one ofthe mostsignificantandwidespreadenvironmentalhazardsfor children in Marylandbut
exposureis preventable,”statesJonasJacobsonDeputy SecretaryMarylandDepartmentof the Environment.
“Although therecontinuesto be a steadydeclinein childhood leadexposurein Maryland,the goalofprotecting
childrenfrom lead poisoningin Marylandby 2010 will only be accomplishedwith the cooperationof local health
departmentsandthe public.”

The reductionof children with leadpoisoninghasoccurredbothstatewideandin areasof highestrisk suchas
Baltimore City. Non-standardsourcesof lead, such as Surma,somecandiesfrom Mexico,andsomemetal
trinketsfor children,take on an increasingrole in the lead poisoningproblemas lead paintsourcesarereduced
andeliminated.

“The Baltimore City I-Iealth Departmentis pleasedto be workingwith MDE to ensurethatwe areprotecting
children from lead hazards,”explainsDr. JoshuaM. SharfsteinCommissioner“Parentsneedto bevigilant about
howyoungchildren cancomein contactwith lead andtheproductsthatcould containlead.”

TheBaltimore City HealthCommissioneris issuingan orderbarringthe saleof Kohl containing
cosmeticproductsin the city. MDE obtainedtwo containersof Surma- onewas purchasedin a specialty
marketin Baltimore City. The materialwassentto a privatelaboratoryfor testing. The resultsshowedthatthe
two samplescontainednearly750times the nationallimit for lead(39 percentand45 percentlead by weight). As
acomparison,lead-basedpaint is definedin the Maryland lead regulationsas having0.5 percentlead by weight.
Thecurrentnationalstandardfor paint limits any lead to 0.06percentby weight.



Children areat the greatestrisk froni birth to agesix while theirneurologicalsystemsarebeingdeveloped.
Exposureto lead can causelong-termneurologicaldamagethat may be associatedwith learningandbehavioral
problemsandwith decreasedintelligence.

Additional informationis availablefrom MDE:
www.mde.state.md.us/Proerams/LandPro2rams!LeadCoordination/index.aspandthe U.S. Environmental
ProtectionAgency Www.cpa.~ov/lead/
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Kohl, Kajal, Al-Kahi, or Surma:
By Any Name, a Source of Lead Poisoning

Manypeopleareawareof someof themostcommonandbestknownsourcesof leadpoisoning,suchaslead
paint andfumesfrom leadedgasoline.But manymaybe unawareof the risk of leadpoisoningfrom aneasily
avoidablesource:the traditional eyecosmeticknownvariouslyaskohl, kajal, al-kahl,or surma.

Thefollowing informationis intendedto answerquestionspeoplemayaskaboutkohl andits dangers:

What is kohl made of?

Kohl maycontainavarietyof materials.Although it is commonlythoughtto consistof antimonycompounds,
samplestestedoftencontainsignificantamountsof lead.Leadsometimesaccountsfor morethanhalf the

weightof a sampleof kohl, usuallyin the form of leadsulfide.1’& ~& I

Is kohl directly linked to increased levels of lead in children?

Yes.A numberof studieshaveshownthat childrenexposedto kohl haveincreasedlevelsof leadin their

blood.2’ ~‘ & ~This exposureputsthem at increasedrisk for theseriousconsequencesof leadpoisoning.

What are the effects of lead poisoning?

Therisksassociatedwith exposureto leadareespeciallyseriousfor children,who areparticularlysusceptibleto
absorbingleadfrom the environment.Amongtheeffectsassociatedwith high levelsof exposureareanemia,
kidneyproblems,andneurologicaldamagethat mayinclude seizures,comaanddeath.Evenat relatively low
levels,chronicexposureto leadmay leadto learningandbehaviorproblems(seeDangersof LeadStill Linger,”

FDA Consumer,January-February1998). -

How are children exposed to kohl?

In somecultures,it is commonfor parentsto applykohl to theeyesof infantsandchildren. Infantsof mothers

who usekohl sometimeshaveelevatedlevelsof leadin theirblood.&& ~ Also, somepeopletraditionallypaint a

newborn’sumbilical stumpwith kohl, supposedlyfor medicinalreasons.2,



FDA/CFSAN- Kohl, K~al,Al4Cahl, or Swins: By Any Name, a Source of Lad Poisoning

Unlike somesourcesof exposureto lead,this oneis easilyavoidableby not usingkohl onyourchildrenor
yourself, andkeepingit out of yourhome.

If someone in my family has been exposed to kohl, what should I do?

Stopall useof kohl immediatelyandbeespeciallycarefulto protectchildrenfrom furtherexposure.Place
unusedkohl in a sealablecontainerorplasticbagandcontactyourlocal sanitationor wastedepartment
regardingappropriatemethodsfor disposal.Thoroughlywashhandsandanyotherbody partsthat mayhave
comein contactwith kohl. Washexposedhouseholdsurfaceswith soapandhot water.Ask a healthcare
providerto testchildrenaswell aspregnantornursingwomenfor leadpoisoningif theyhaveusedkohl.

Is kohl legal in the U.S.?

No. Kohl is acolor additiveasthat term is definedin the FederalFood,Drug andCosmeticAct (FD&C Act),
andthereis no regulationpermittingits usein a cosmeticor in any otherFDA-regulatedproduct.Color
additivesthat arenot permittedby regulationareconsideredunsafeunderthe law. (Formore informationon
color additivesandthelaw, seetheFD&C Act, sections201(t) and721.

FDA hasan Import Alert in effect for cosmeticscontainingkohl, not only becauseit is anunsafecolor additive,

butalsobecauseof labelingviolations.For example,somesampleshavebeenlabeledwith thefalsestatement,
“FDA Approved.” Suchproductsaresubjectto detentionandrefusalof admissionat U.S.ports of entry.

NOTE: Somemanufacturersmaylabel eyecosmeticswith the term “kohl” simply to indicatetheshade,not
becausethe productactuallycontainskohl. If theproductis properlylabeled,consumerscancheckthe
ingredientdeclarationto determinewhetherit containsonly color additivesthat areapprovedfor cosmeticuscin

theareaof theeye. If no color additivesaredeclared,it would be wiseto stayon thesafesideandassumethat
theproductis, in fact,kohl.

Where does kohl come from?

Popularin muchofthe world sinceancienttimes,particularlyin partsof Africa, theMiddle East,Iran, Pakistan,
andIndia,kohl now sometimesappearsin Europeand NorthAmerica,especiallyin someMiddle Easternand
Asian specialtymarkets.Despiteits illegal statusin the U.S., it maybe importedsurreptitiously,for example,in
personalluggage.It alsohasbeenadvertisedfor mail orderon someWebsites.

Where can I learn more about lead poisoning?

Thefollowing aresomeusefulresources:

FDA:

“Dangersof LeadStill Linger,” FDA Consumer,January-February1998

“Los Peligrosdel Plomo”



PDA/CFSAN - Kohl. ICajal, Al-ICahi, or Surma~By Any Name,a Source of Lead Poisoning

Centersfor DiseaseControlandPrevention:

ChildhoodLeadPoisoningPreventionProgram

EnvironmentalProtectionAgency:

Traditionalremediesreportedto containlead
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