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FORMULARIO PARA SOLICITAR UNA AUDIE"CIA ESTATAL 
Usted puede pedir una Audiencia Estatal aillamar al: 1-800-952-5253. 
Usuarios TDD, lIamar al 1-800-952-8349. 
o puede lIenar este formulario y enviarlo por FAX a Apoyo para Audiencias Estatales al 916-229-4110. 

o puede enviar esta paqina por correo a: 
California Department of Social Services 
State Hearing Division 
P. O. Box 944243, MS 19-37 
Sacramento, CA 94244-2430 

Para obtener ayuda gratuita para Ilenar este formulario, lIame al nurnero telefonico de ayuda legal que 
aparece en 'Sus Derechos'. 

No estoy de acuerdo con la decision acerca de mi atencion de la salud. Debido a 10 
siguiente: 

(Si necesita mas espacio, use otra hoja de papel. Saque una copia para sus registros.) 

Marque estas casillas solamente si aplican a usted: 
(1) 0 Quiero que la persona mencionada a continuaclon me represente. Eljella puedever mis 
expedientes medicos que se relacionan con esta audiencia, asistir a la audiencia, y hablar en mi 
nombre. 
Nombre: _ 

Dlrecclon: _ Nurnero Telefonlco: _ 

(2) 0 Necesito un interprete gratuito. Mi idioma 0 dialecto es: _ 
(3) 0 Tarnblen quiero presentar una demanda en Kern Family Health Care del plan de salud. 
Comprendo que el Estado enviara una copia de este formulario a mi Plan de Salud. 
(4) 0 Mi situaclon es urgente. Necesito una decision raplda y no puedo esperar90 dfas 
porque: (Explique que podrfa pasar si no se toma una decision rapldarnente. Como se rnendono en 
el aviso de informacion "Sus Derechos", usted tambien necesitara una carta de su doctor 0 plan de 
salud si desea una audiencia adelantada). 

(5) 0 Por favor continue hasta mi audiencia, el servicio que mi Plan ha detenido. 
Mi nombre: _ IVli Nurnero de Seguro Social: _ 

Dlreccion:
 

Nurnero telefonlco:
 

Mi firma: La fecha de hoy: _ 
(Despues de cornpletar este formulario, saque una copia para sus archivos.) 
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HEALTHY FAMILIES NOTICE OF ACTION· Delay 
About Your Treatment Request 

February 9,2009 

Member name Treating provider name 
Address Address 
City, State, Zip City, State, Zip 

Identification number 

RE: Type of treatment 

Insert name of requesting provider has asked Kern Family Health Care to approve Type of 
treatment. We cannot make a decision at this time because Insert a clear explanation for the 
decision. The detail must contain a description of the criteria used including a citation of the specific 
regulations or plan supporting the action and the reasons for the decision and when they can expect 
a ruling. If you have any questions or if you would like a copy of the actual benefit provision, 
guideline, protocol or other similar criterion on which our decision was based, you may contact our 
Member Services Department. They are available to answer any questions you may have 
regarding this notice and can be reached at (800) 391·2000. 

You may appeal this decision. The enclosed 'Your Rights' information notice tells you how. It also 
tells you where to go to get help, including free legal help. 

This notice does not affect any other services you are receiving from KFHC. 

Bruce Wearda 
Corporate Pharmacist 
(661) 664-5101 

Enclosed: "Your Rights Under Managed Care" 

IMPORTANT: Can you read this letter? If not, we can have somebody help you read it. You 
may also be able to get this letter written in your language. For free help, please call Kern 
Family Health Care's Member Services Department at 1·800·391·2000 right away. 

9700 Stockdale Highway Bakersfield, CA 93311 Fax (661)664-5190 
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AVISO DE ACCION- Demora
 

Acerca de Su Solicitud de Tratamiento
 

February 9, 2009 

Member name Treating provider name 
Address Address 
City, State, Zip City, State, Zip 

Identification number 

RE: Type of treatment 

Insert name of requesting provider ha pedido al Plan de Salud de Kern Family Health Care la 
aprobacion de Type of treatment No podemos tomar una decision en este momento porque Insert a 
clear explanation for the decision. The detail must contain a description of the criteria used including 
a citation of the specific regulations or plan supporting the action and the reasons for the decision 
and when they can expect a ruling. Si usted tiene alguna pregunta 0 si usted quiere una copia de la 
provision verdadera de beneficios, pautas, protocolo 0 cualquier otro criterio similar bajo eJ cual 
nuestra decision fue basada, usted puede lIamar al Departamento de Servicios para Miembros. 
Ellos estan disponibles para contestar cualquier pregunta que usted pueda tener referente a 
esta notlflcaclon y puede comunicarse al (800) 391·2000. 

Usted puede apelar esta decision. EI aviso de informacion adjunto 'Sus Derechos' Ie dice como. 
Tarnblen Ie dice a donde acudir para obtener ayuda, incluyendo ayuda legal gratuita. 

Bruce Wearda 
Corporate Pharmacist 
(661) 664-5101 

Adjunto: "Sus Derechos de Bajo Atenci6n Medica Administrada" 

IMPORTANTE: (,Puede leer esta carta? Si no, nosotros Ie podemos ayudar a leerla. Adernas, 
usted puede recibir esta carta escrita en su propio idioma. Para obtener ayuda gratuita, lIame 
ahora mismo al Departamento de Servicios para Miembros aI1·800·391-2000. 

9700 Stockdale Highway Bakersfield, CA 93311 Fax (661) 664-5190 
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HEALTHY FAMILIES NOTICE OF ACTION - Denial 
About Your Treatment Request 

February 9, 2009 

Member name Treating provider name
 
Address Address
 
City, State, Zip City, State, Zip
 

Identification Number 

RE: Insert type of treatment 

Insert name of requesting provider has asked Kern Family Health Care to approve Insert type of 
treatment. This request is denied because Insert a clear explanation for the decision. The detail must 
contain a description fo the criteria used including a citation of the specific regulations or plan 
supporting the action and the reasons for the decision and when they can expect a ruling. If you 
have any questions or if you would like a copy of the actual benefit provision, guideline, protocol or 
other similar criterion 011 which our decision was based, you may contact our Member Services 
Department. They are available to answer any questions you may have regarding this notice 
and can be reached at (800) 391-2000. 

You may appeal this decision. The enclosed 'Your Rights' information notice tells you how. It also 
tells you where to go to get help, including free legal help. 

This notice does not affect any other services you are receiving from KFHC. 

Bruce Wearda 
Corporate Pharmacist 
(661) 664-5101 

Enclosed: "Your Rights Under Managed Care" 

IMPORTANT: Can you read this letter? If not, we can have somebody help you read it. You 
may also be able to get this letter written in your language. For free help, please call Kern 
Family Health Care's Member Services Department at 1-800-391-2000 right away. 

9700 Stockdale Highway Bakersfield, CA 93311 Fax (661) 664-5190 
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AVISO DE ACCION-Negaci6n 
Acerca de Su Solicitud de Tratamiento 

February 9, 2009 

Member name Treating provider name 
Address Address 
City, State, Zip City, State, Zip 

Identification Number 

RE: Insert type of treatment 

Insert name of requesting provider ha pedido al Plan de Salud de Kern Family Health Care la 
aprobacion de Insert type of treatment La peticion ha sido negada porque Insert a clear explanation 
for the decision. The detail must contain a description fo the criteria used including a citation of the 
specific regulations or plan supporting the action and the reasons for the decision and when they can 
expect a ruling. Si usted tiene alguna pregunta 0 si usted quiere una copia de la provision verdadera 
de beneficios, pautas, protocolo 0 cualquier otro criterio similar bajo el cual nuestra decision fue 
basada, usted puede Ilamar al Departamento de Servicios para Miembros. Ellos estan disponibles 
para contestar cualquier pregunta que usted pueda tener referente a esta notlflcaclcn y 
puede comunicarse al (800) 391-2000. 

Usted puede apelar esta decision. EI aviso de informacion adjunto 'Sus Derechos' Ie dice como. 
Tarnbien Ie dice a d6nde acudir para obtener ayuda, incluyendo ayuda legal gratuita. 

Bruce Wearda 
Corporate Pharmacist 
(661) 664-5101 

Adjunto: "Sus Derechos Bajo Atenci6n Medica Administrada" 

IMPORTANTE: l.Puede leer esta carta? Si no, nosotros Ie podemos ayudar a leerla. Adernas, 
usted puede recibir esta carta escrita en su propio idioma. Para obtener ayuda gratuita, lIame 
ahora mismo al Departamento de Servicios para Miembros aI1-800-391-2000. 

9700 Stockdale Highway Bakersfield, CA 93311 Fax (661) 664-5190 
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HEALTHY FAMILIES NOTICE OF ACTION - Modify 
About Your Treatment Request 

February 9, 2009 

Member name Treating provider name 
Address Address 
City, State, Zip City, State, Zip 

Identification Number 

RE: Type of treatment 

Insert name of requesting provider has asked Kern Family Health Care to approve Type of treatment 
We cannot approve this treatment as asked. We will instead approve: Insert a clear and concise 
explanation of the reasons for the decision. The detail must contain a description of the criteria used 
including a citation of the regulations or plan authorization procedures supporting the action. If you 
have any questions or if you would like a copy of the actual benefit provision, guideline, protocol or 
other similar criterion on which our decision was based, you may contact our Member Services 
Department. They are available to answer any questions you may have regarding this notice 
and can be reached at (800) 391-2000. 

You may appeal this decision. The enclosed 'Your Rights' information notice tells you how. It also 
tells you where to go to get help, including free legal help. 

This notice does not affect any services you are receiving from KFHC. 

Bruce Wearda 
Corporate Pharmacist 
(661) 664-5101 

Enclosed: "Your Rights Under Managed Care" 

IMPORTANT: Can you read this letter? If not, we can have somebody help you read it. You 
may also be able to get this letter written in your language. For free help, please call Kern 
Family Health Care's Member Services Department at 1-800-391-2000 right away. 

9700 Stockdale Highway Bakersfield, CA 93311 Fax (661) 664-5190 
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AVISO DE ACCION-Modificaci6n 
Acerca de Su Solicitud de Tratamiento 

February 9, 2009 

Member name Treating provider name 
Address Address 
City, State, Zip City, State, Zip 

Identification Number 

RE: Type of treatment 

Insert name of requesting provider ha pedido al Plan de Salud de Kern Family Health Care la 
aprobacion de Type of treatment No podemos aprobar este tratamiento tal como se sollclto. En 
cambio, aprobaremos: Insert a clear and concise explanation of the reasons for the decision. The 
detail must contain a description of the criteria used including a citation of the regulations or plan 
authorization procedures supporting the action. Si usted tiene alguna pregunta 0 si usted quiere una 
copia de la provision verdadera de beneficios, pautas, protocolo 0 cualquier otro criterio similar bajo 
el cual nuestra decision fue basada, usted puede lIamar al Departamento de Servicios para 
Miembros. Ellos estan disponibles para contestar cualquier pregunta que usted pueda tener 
referente a asta notificaci6n y puede comunicarse al (800) 391-2000. 

Usted puede apelar esta decision. EI aviso de informacion adjunto 'Sus Derechos' Ie dice como. 
Tarnblen Ie dice a donde acudir para obtener ayuda, incluyendo ayuda legal gratuita. 

Bruce Wearda 
Corporate Pharmacist 
(661) 664-5101 

Adjunto: "Sus Derechos Bajo Atenclon Medica Administrada" 

IMPORTANTE: l.Puede leer esta carta? 5i no, nosotros Ie podemos ayudar a leerla. Ademas, 
usted puede recibir esta carta escrita en su propio idioma. Para obtener ayuda gratuita, lIame 
ahora mismo al Departamento de 5ervicios para Miembros aI1-800-391-2000. 

9700 Stockdale Highway Bakersfield, CA 93311 Fax (661) 664-5190 



HEALTHY FAMILIES YOUR RIGh {S
 
UNDER MANAGED CARE
 

If you believe that this determination is not correct, you have the right to appeal the decision by filing 
a grievance with Kern Family Health Care (KFHC). You have at least 180 days from the postmark 
date of this notice to file a grievance/appeal. You or someone you name to act for you (your 
authorized representative) may file a grievance/appeal verbally or in writing. You have the right to be 
represented by anyone you choose, including an attorney and have that representative act on your 
behalf at aI/levels of appeal. You can also name a relative, friend, advocate, doctor, or someone 
else to act for you. Others also already may be authorized under state law to act for you. For more 
information on filing a grievance/appeal or to learn how to name your authorized 
representative, call, Fax, or write: 

Kern Family Health Care
 
9700 Stockdale Highway
 
Bakersfield, CA 93311
 

Telephone 1·800·391·2000
 
Fax 661·664·5179
 

www.kernfamilyhealthcare.com
 

There are two types of appeals: standard and expedited.
 

Standard Appeal Process
 

A standard appeal will be resolved within 30 days. You may submit a copy of your denial notice and 
a brief explanation of your situation, or other relevant information to the address listed below, or 
simply by calling: 

Expedited/72 hour Appeal Process 

Your health plan makes every effort to resolve your appeal as quickly as possible. In some cases, 
you have the right to an expedited appeal when a delay in the decision making might pose an 
imminent and serious threat to your health, including but not limited to sever pain, potential loss of 
life, limb, major bodily function, or the normal timeframe for the decision making process would be 
detrimental to your life, or health or could jeopardize your ability to regain maximum function. If you 
request an expedited appeal, your health plan will evaluate your appeal and health condition to 
determine if your grievance qualifies as expedited. If so, your appeal will be resolved within 72 
hours. If not, your appeal will be resolved within the standard 30 days. 

You or someone you designate may submit your expedited appeal verbally or in writing. Specifically 
state that you want an expedited appeal or that you believe your health might be seriously 
jeopardized by waiting for the standard appeal process. 

Your health plan will make a decision on your expedited appeal and will notify you in writing of the 
decision within 72 hours of receiving your appeal. 

Grievances 

You may ask for a grievance by calling Kern Family Health Care at 1-800-391-2000 or by sending a 
letter to 9700 Stockdale Highway Bakersfield, CA 93311. Your doctor will have grievance forms. 
Kern Family Health Care will review its decision based on your grievance and you will get an answer 
within 30 days. If you think that waiting 30 days will harm your health, be sure to say why when you 
ask for your grievance. Then you might be able to get an answer within 3 calendar days. 



Department of Managed Health Care 

The California Department of Managed Health Care is responsible for regulating health care_ service 
plans. If you have a grievance against your health plan, you should first telephone your health plan 
at 1-800-391-2000 and use your health plan's grievance process before contacting the department. 
Utilizing this grievance procedure does not prohibit any potential legal rights or remedies that may be 
available to you. If you need help with a grievance involving an emergency, a grievance that has not 
been satisfactorily resolved by your health plan, or a grievance that has remained unresolved for 
more than 30 days, you may call the department for assistance. You may also be eligible for an 
Independent Medical Review (IMR). If you are eligible for IMR, the IMR process will provide an 
impartial review of medical decisions made by a health plan related to the medical necessity of a 
proposed service or treatment, coverage decisions for treatments that are experimental or 
investigational in nature and payment disputes for emergency or urgent medical services. The 
department also has a toll-free telephone number (1-888-HMO-2219) and a TDO line (1-877-688­
9891) for the hearing and speech impaired. The department's Internet Web site 
http://www.hmohelp.ca.gov has complaint forms, IMR application forms and instructions online." 

Other Information 

Kern Family Health Care wants to try to help you with your problem, so we hope you will call 
us first. 

Prepared by the California Department of Health Services to help you understand your rights 

KFHC 02f2007 



HEAL"rHY FAMILIES SUS DERECHOS
 
BAJO ATENCION MEDICA ADMINISTRADA
 

Si usted piensa que esta decisi6n no es correcta, usted tiene el derecho de apelar la decisi6n 
presentando una queja con Kern Family Health Care (KFHC). Usted tiene por 10 menos 180 dias a 
partir de la fecha postal 0 matasellos de este aviso para someter una queja/apelaci6n. Usted 0 

alguien que usted designe para actuar en su nombre (su representante autorizado) puede someter 
una queja/apelaci6n verbal mente 0 por escrito. Usted tiene el derecho de ser representado por 
cualquier persona que usted elija, incluyendo un abogado y hacer que el representante actue en su 
nombre en todos los niveles de apelaci6n. Usted tarnblen puede nombrar a un familiar, amigo, 
defensor, doctor, 0 alguien mas para que actue por usted. Otros pueden ya esten autorizados para 
actuar por usted bajo las leyes estatales. Para mas informacion sobre como someter una 
queja/apelaclon 0 para enterarse de como nombrar su representante autorizado, lIame, envie 
un fax 0 escriba a: 

Kern Family Health Care
 
9700 Stockdale Highway
 
Bakersfield, CA 93311
 

Teletono 1-800-391-2000
 
Fax 661-664-5179
 

www.kernfamilyhealthcare.com
 

Existen dos tipos de apelaciones: regular y apresurada
 

Proceso de apelaciones regular
 

Una apelaci6n regular sera resuelta en un plazo de 30 dias. Usted puede someter una copia del 
aviso de denegaci6n y una breve explicaci6n de su situaci6n, u otra informaci6n pertinente a la 
direcci6n que aparece abajo, 0 simplemente lIamando: 

Proceso de apelaclon apresurada/72 horas 

Su plan de salud hace el mayor esfuerzo de resolver su apelaci6n 10 mas pronto posible. En algunos 
casos tendra el derecho a una apelaci6n apresurada cuando un retraso en la decisi6n puede posar 
una inminente y seria amenaza para su salud, incluyendo pero sin estar Iimitado a ello, severos 
dolores, potencial perdida de la vida, de una extremidad, 0 de una importante funci6n corporal, 0 el 
tiempo normal que toma hacer una decisi6n pudiera ser perjudicial para su vida, 0 salud 0 puede 
poner en peligro su habilidad de recuperar al maximo sus funciones corporales. Si usted solicita 
una apelaci6n apresurada, su plan de salud evaluara su apelaci6n y su estado de salud para 
determinar si su queja califica para un proceso apresurado. De ser asl, su apelaci6n se resolvera en 
un plazo de 72 horas. De 10 contrario, su apelaci6n se resolvera en el plazo regular de 30 dias. 

Usted 0 la persona que usted designe, puede presentar su apelaci6n apresurada verbalmente 0 por 
escrito. Mencione especificamente que usted quiere una apelaci6n apresurada 0 que cree que su 
salud pudiera estar en grave peligro si tiene que esperar el tiempo que tarda el proceso regular de 
una apelaci6n. 

Su plan de salud tornara una decisi6n acerca de su apelaci6n apresurada y Ie avlsara sobre su 
decisi6n por escrito en un plazo de 72 horas despues de recibir su apelaci6n. 

Quejas 
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Attachment T-

U.S.Departmentor Healthand Humanservlees FormApproved: OMB No. 0910-oZ91, Expires: 03131105 
See OMBstatementon revel'&e. 

For VOLUNTAR Y reporting of FDA USE ONLY MIDWAI'CH adverse events and product problems Triage unit 
sequence II 

The FDA Safety Infonnatlon and 
Page __ of __

Adverse Event Reporting Program 

A. PATIENT INFORMATION C. SUSPECT MEDICATION(S) 
1. Patl.nt ld.ntlller 2. Ag.atTlm. 3. Sex 4. W.lght 

or Ev.nt: 
__ lbso Femaleor 

orOat. o Male __ kgsIn cooRdenee or Birth: 

B.ADVERSEEVENTORPRODUCTPROBLEM 

1. 0 Adv.r.. Ev.nt andfor 0 Product Problem (e.g.,defects/malfunctions) 

o Olher: 

2. Outcom.. Altrtbuted to Adv,",. Ev.nt D DlsabRily 
(Checka" /hatappty) o Congenital Anomalyo Death:

---""'m=CJlr.Jea:::-!y<"'iji::1r)r-­ - D Required Intarventlon to Prevent 
D lIfe-lhreatenlng PermanentlmpalrmenUDamage 

o HospilaUzation • Initial orprolonged _ 

14. Oat. or This RePort (moldaylyear)3. Oat. orEvent (moldaylyeaf) 

6. Describe Ev.nt or Problem 

6. Relevant T..tsJlaboratory Data, tncludlng Dat.s 

7. Otl1er R.levant History,Including Preexisting M.dlcalConditions (e.g.. allergIes. 
race, pregnancy,smokingand sloOhoi U$(!, hepatic/raMIdysfunction. etc.) 

1. Ham. (GIve labeledstrength & mfrltabeler, If/mown) 

111 

112 

2. Dose, Frequency &Route Used 3. Therapy Dates (If unknown, gIveduration) 
trolllito (or bestestimate) 

111111 

112112 

4. Olagrioslsror Use (Indication) 5. Ev.nt AbatedAfterUse 
Stopped or Dose R.duced? 

111 
111 Dves DNo o Doesn'

Apply
liZ ODoesn,1120Ves DNo7. Exp.Oat. (ff known) 6. Lot" (If known) Apply 

8. Event R.app.ared After 
Relntroductlon? 

112 

111 111 

112 111 Dves DNo ODoesn'Apply
9. NOell(For product problemsonly) ODoesn,112 Dves DNo Apply 

10. ConcomitantMedicalProducts and Therapy Dat.s (Exclude treatment of event) 

D. SUSPECT MEDICAL DEVICE 

. Operatoror oevlce 

D Health Professional 

D lay UserlPatlenl 

D Other: 

Phone" 

I. rorEVllultlon? (Do notsend10 

No 0 Relumedto Manulacturer on:~ __.,...--;-;-...,..,...--__ 

Catalog, 

4. Mode'" 

1. Hlme .nd Addres. 

2. Hulll1 Prore..lonll? 3. Occ4IpaUon 

Dyes ONo 
5. If )'ou do HOT Wlnt )'Olll' ldentlty dI,cloaed 

to tile mlnurlctu,.,. p1_ an ·X· In thl, box: D 

'. AlsoR.port.d to: 

o Manutacturer o USI(Faclllly 

o Dislrtlulor/lmporter 

FAX to:IEM Mallto: M'DWAfCH -or­
5600 Fishers lane 1-800-FDA-G116r: _ Rockvftle. MO 20852·9181 

FORM FDA 3500 (9/03) Submlselon or a report do .. not constitute an adml ..lon thai medical ptnonnel 01' the product cau,ed 01' CCM1Cributed to the .vent 



AO\t ...;E ABOUT VOLUNTARY REPvRTING 

Report adverse experiences with: 
• Medications (drugsor biologics) 
•	 Medical devices (including In-vitro diagnostics) 
•	 Speclal nutritional products (dietary supplements, 

medicalfoods, Infantformulas) 
•	 Cosmetics 
•	 Medication errors 

Report product prebtems- quality, performance or 
safetyconcerns such as: 

•	 Suspected contamination 
•	 Questionable stability 
•	 Defective components . 
• Poorpackaging or labeling 
• Therapeutic failures 

Report SERIOUS adverse events. An event Is serious 
when the patient outcome Is: 

•	 Death 
• Ufe-threatening (real risk ofdying) 
• Hospitalization (initialor prolonged) 
• Disability (significant, persIstent or permanent) 
•	 COngenital anomaly 
•	 RequIred intervention to prevent permanent
 

impainnent or damage
 

Report even If: 
•	 You're not certain the product caused the event 
• Youdon'thave all the details 

Howto report: 
• Just filll~ the sections that apply to yourreport 
• Usesection C for all products except medical devIces 
•	 Attach additional blank pages If needed 
• Usea separate formfor eachpatient 
•	 Report eithertoFDAor the manufacturer (or both) 

Confidentiality: The patient's Identity Is held in strict 
confidence by FDA and protected to the fUllest extent of 
the law. FDA will not disclose the reporter's Identity In 
response to a request from the public, pursuant to the 
Freedom of Information Act. The reporter's Identity, 
including the Identity of a self-reporter, maybe shared with 
the manufacturer unless requested otherwise. 

If your report Involves a serious adverse event with a 
device and it occurred In a faclllty outside a· doctor's 
office, that facilitymay be legally required to reportto FDA 
andlor the manufacturer. Please notifythe person in that 
facllltywhowouldhandle suchreporting. ..f'1'Id.!ie(O-. 

Important numbers: 
•	 1-800-FDA-Q178 - To FAXreport 
•	 1-600-FDA-1068 - To report by phone or for more
 

information
 
•	 1-800-622-7967 - Fora VAERS form for vaccines 

To Report via the Internet: 

http://www.fda.gov/medwatch/report.htm 

The public reporting burden/or this colkction o/in/orltllltWn has been estiltUlled /Q average30 
minutu pel' response, including the time /01' reviewing inslt'ucJions, searching existing datil 
sources, gathering lind ItIIIintalning the tIaJa needed, lind completing and reviewing the 
collection 0/ in/ormation. Send comments regarding this burden estimate 01' any other aspect 
o/this collection olin/ormation, including suggestions /01' reducing this burden to: 

Deplll1ment0/Health andHuman Services Please DO NOT 
Food and Drug Administration RETURN thisform 
MedWatchi HFD-IIO to this address. 
5600 Fishers Lane 
Rockville, MD 20857 

OMB statement: 
'~n agency mil)' not conduct 01' sponsor, 
and a person is not requiredto respond to, a 
collection o/in/ortrllltion unless it displaysa 
currently vllli4OMB controlnumber. " 

U.S. DEPARTMENT OF HEALTHAND HUMANSERViCeS 
Food and Drug Administration 

FORM FDA 3500 (9/03) (Back) 

DEPARTMENT OF 
HEALTH & HUMAN SERVICES 

PublicHealth Service 
Foodand DrugAdministration 
Rockvl.lle, MD 20857 

Officlal BUsiness 
Penalty for Private Use$300 

Please Use Address Provided Below - Fold In Thirds, Tape and Mall 

111111 

BUSINESS REPLY MAIL
 
FIRSTCLASS MAIL PERMIT NO.946 ROCKVILLE MO 

POSTAGE WILL BE PAID BYFOODAND DRUG ADMINISTRATION 

MEDWArCH 
The FDASafety Information and Adverse EventReporting Program 
Foodand DrugAdministration 
5600 Fishers Lane 
Rockville, MD20852-9787 

III J.l1I1II11I1..1.11I'1.I1.1111...11..1.1...1111.11 

NO POSTAGE
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