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HAWAII 
 

 

Birth Defects Surveillance System 

 
State Statute/Rule Language Specific to Surveillance System Data Sharing Research Authority Consent 

Required? 

Dissent 

Allowed? 

HI STATUTE: 

H.R.S.Chapters 

321 and 324 
 

NO RULE 

FOUND 

[§321-422]  Birth defects program.  The department of 

health shall establish the statewide birth defects program to: 

(1) Collect surveillance information on birth defects and 
other adverse reproductive outcomes; ... 

 

[§324-42]  (c)  This part shall not apply if the parent, 
guardian, or other person having custody or control of the 

child objects on the grounds that the collection of the 

information conflicts with their religious beliefs.  The written 
objection shall be made a part of the child's medical record. 

[§324-42]  Information collection.  (a)  Health 

care facilities and health care providers shall make 

available to the [birth defects program] information 
contained in health care records that pertain to 

birth defects or other adverse reproductive 

outcomes. 
     (b)  Any person or public or private health care 

facility may provide information or other data or 

relevant material relating to individuals with birth 
defects or adverse reproductive outcomes to the 

[birth defects program] for inclusion in the birth 

defects registry…. 
     (d)  No liability of any kind or character for 

damages or other relief shall arise or be enforced 

against any person or organization by reason of 
having provided information or material to the 

[birth defects program].  

[PART V.]  BIRTH 

DEFECTS STUDIES  

[§324-41]  

Definitions. 

"Registry" means a 

collection of data 

organized so that the 

information can be 

processed and made  

available for research.  
 

[§324-43]  Use of 

collected 

information.  (a)  The 

information collected 
under this part shall be 

used by the department 
of health or researchers 

only for the purpose of 

advancing medical and 
public health research, 

medical education, or 

education of the public 
in the interest of 

reducing morbidity or 

mortality, and only as 
approved by an 

institutional review 

board.  

NO YES 
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Cancer Surveillance System 

 
State Statute/Rule Language Specific to Surveillance System Data Sharing Research Authority Consent 

Required? 

HI STATUTE: 
H.R.S. §324-

21 et. seq. 

 
NO RULE 

FOUND 

Vol 06, Part III Cancer Studies. §324-21  Sources of 

information protected.  (a)  Any person, public or private 

medical facility, or social or educational agency, may provide 

information, interviews, reports, statements, memoranda, 
biological specimens, or other data or relevant material relating to 

individuals with cancer or pre-cancerous conditions to the Hawaii 

Tumor Registry.  This information may be used in the course of 
any cancer research study approved by the cancer commission of 

the Hawaii Medical Association and the appropriate federally 

authorized human subjects protection board. 
 

§321-42  Tumor clinics.  The department of health may assist in 

the operation of tumor clinics which are now established or may 
be established in the State.  This assistance may consist of 

furnishing statistical information on the incidence or prevalence 

of tumors of various kinds in the State.  Other assistance, such as 
clerical or stenographic help, may be furnished as needed.  In all 

activities under this section, the department may consult and 

cooperate with the Hawaii state medical association and the 
Hawaii cancer society. 

     Insofar as is needed the department may assist tumor clinics or 
private physicians in the follow-up of tumor cases for the purpose 

of determining the progress of the disease or for further 

treatment.  This part of the program shall be limited to those cases 
on which follow-up is requested by the attending physicians… 

 

§321-43  Statistical activities.  The department of health shall 
engage in the collection and analysis of statistical information on 

the morbidity and mortality of cancer in the State.  The morbidity 

data may be collected in cooperation with the University of 
Hawaii, Hawaii Medical Association, and the Hawaii Cancer 

Society.  All data collected by a cooperating agency may be 

shared with the department of health in the form specified by the 
department of health. The mortality data as collected from death 

certificates shall be analyzed by the staff of the department in 

order to determine the significance of cancer in the State by race, 
sex, age, occupation, site in the body, and in any other way found 

desirable for the purpose of determining the areas where greatest 

emphasis should be laid in the statewide cancer control program.  

§324-21. (b)  Hospitals, skilled 
nursing homes, intermediate care 

homes, free-standing radiation 

oncology facilities, and other 
treatment or pathology facilities shall 

submit a report of any person admitted 

with or diagnosed as having cancer to 
the Hawaii Tumor Registry or 

participating hospital registry 

according to a format approved by the 
cancer commission of the Hawaii 

Medical Association.  Physicians who 

diagnose or treat a patient for cancer 
shall also submit a report to the 

Hawaii Tumor Registry or 

participating hospital registry unless 
the patient has previously been 

admitted or treated at a hospital, 

skilled nursing home, intermediate 
care home, or free-standing radiation 

oncology facility for that particular 
cancer.  The Hawaii Tumor Registry 

staff or their representative or 

hospital-based registry staff may assist 
the hospitals, institutions, treatment or 

pathology facilities, and physician 

offices in the preparation of the 
reports.  

 

(c)  No liability of any kind or 
character for damages or other relief 

shall arise or be enforced against any 

person or organization by reason of 
having provided the information or 

material, or by reason of having 

released or published the findings, 
conclusions, and summaries of the 

researchers to advance medical 

research and medical education. 

§324-22  Identity of persons studied and material, 

restrictions. (a)  The material collected under this 

part shall be used or published only for the purpose 

of advancing medical research, medical education, 
or education of the public in the interest of reducing 

morbidity or mortality; provided that the Hawaii 

Tumor Registry may reveal all relevant information 
to a patient's attending physician. (b)…Researchers, 

however, may use the names of persons when 

requesting additional information for research 
studies after being approved by the cancer 

commission of the Hawaii Medical Association and 

the appropriate federally authorized human subjects 
protection board.   

     (c)  The use of such additional information 

obtained by researchers shall also be governed by 
subsection (a) and in addition, where the patient is 

still living and the information is to be obtained 

directly from the patient, the researcher shall first 
obtain the approval of the patient or the patient's 

immediate family including a reciprocal beneficiary, 
in that order of priority. 

 

§321-43: …All statistical material collected under 
this section shall be considered confidential as to the 

names of persons or physicians concerned, except 

that researchers may use the names of those persons 
when requesting additional information for research 

studies when the studies have been approved by the 

cancer commission of the Hawaii medical 
association and the appropriate federally authorized 

human subjects protection board. 

 
 

 

 
 

 

 

NO 
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The morbidity data shall be used  

(1) in determining the prognosis and chance of cure, as well as 
the number of persons cured of cancer in the State;  

(2) for assisting in the direction of tumor research;  

(3) for determining, if possible, the tendencies of benign tumors 
to become malignant;  

(4) for assisting in the follow-up of diagnosed or treated tumor 

cases as requested by attending physicians; and  
(5) for improving the reporting of the cause of death on death 

certificates. 

 
 

§304A-2168  Hawaii cancer research special 

fund.  (a)  There is established within the state 
treasury a special fund to be known as the Hawaii 

cancer research special fund to be administered and 

expended by the University of Hawaii. 
     (b)  The moneys in the special fund shall be used 

by the University of Hawaii for the cancer research 

center of Hawaii's research and operating expenses 
and capital expenditures. 
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Newborn Genetic Testing & Surveillance System 

 
State Statute/Rule Language Specific to Genetic Testing and Surveillance System Exemption Research Authority Consent 

Required? 

Dissent 

Allowed? 

HI STATUTE:
H.R.S Title 

19, Chapter 

321, Part 
XXII 

 

RULE: Title 
11, Chapter 

143 

§321-291. Tests for phenylketonuria, hypothyroidism, and other 

metabolic diseases.  (a)  The department of health may specify 

diseases to be screened for in newborn infants and methods to be 

employed to best prevent mortality and morbidity within the 
population of the State. 

     (b)  The person in charge of each institution caring for newborn 

infants and the responsible physician attending the birth of a newborn 
or the person assisting the birth of a child not attended by a 

physician, shall ensure that every infant in the person's care be tested 

for phenylketonuria, hypothyroidism, and any other disease that may 
be specified by the department of health;… 

 

§321-363  Rules.  The department shall adopt rules, pursuant to 
chapter 91, necessary for the purposes of this part, including but not 

limited to administration and quality of newborn hearing screening; 

retention of records and related data; reporting of positive screening 
results; diagnostic evaluation and intervention for infants with 

hearing impairment; informing parents about the purpose of 

screening; and maintaining the confidentiality of affected families. 
 

11-143-5…(f) The hospital shall keep record summaries of infants 
born or transferred by month of birth, as to whether the newborn 

screening tests were done, the test results, and actions taken based on 

test results or missing results. These summaries shall be compiled 
monthly and sent to the department not later than thirty days after the 

end of the month…. 

§321-291…(b)…provided that this section 
shall not apply if the parents, guardians, or 

other persons having custody or control of 

the child object thereto on the grounds that 
the tests conflict with their religious tenets 

and beliefs and written objection is made a 

part of the infant's medical record. 
 

§11-143-7 Parental notification and 

refusal. (a) Copies of the parent 
information brochure shall be available to 

parents, guardians, other persons having 

custody or control of the child, hospitals, 
physicians, birth attendants, birth registrars, 

nurses, and childbirth educators. 

(b) The parent, guardian, or other person 
having custody or control of the child shall 

be notified by the department of the need 

for repeat or confirmatory testing when the 
department is not able to obtain follow-up 

information from the physician. (c) The 
parent, guardian, or other person having 

custody or control of the child may refuse 

the newborn screening tests for their infant 
on the grounds that the newborn screening 

tests conflict with the religious tenets and 

beliefs of the parent, guardian, or other 
person having custody or control of the 

child. The medical implications of that 

refusal shall be included on a special 
refusal form provided by the department. 

The refusal form shall be signed by the 

parent, guardian, or other person having 
custody or control of the child. (d) A copy 

of the refusal form shall be retained in the 

newborn’s medical record and a copy shall 
be sent to the department. 

 

 

§11-143-12 Confidentiality. 
All information, including 

records, correspondence, and 

documents, specific to 
individual newborns, shall be 

confidential and shall be used 

solely for the purposes of 
medical intervention, 

counseling, scientific research, 

or reporting. The infant’s name 
shall be kept confidential. 

NO YES – but 
rules 

violate the 

law 
because 

refusal is 

only for 
repeat or 

confirmator

y testing. 
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§11-143-3 Definitions. As used in this 

chapter: 
      “Confirmatory specimen” means a 

specimen collected for the purpose of 

performing a confirmatory test. 
      “Confirmatory test” means a test 

performed on a specimen to determine the 

validity of a previous positive test.  
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Vaccination Surveillance System 

 
State Statute/ 

Rule 

Language Specific 

to Registry 

Exemption Data Sharing Consent 

Required? 

Dissent 

Allowed? 

HI  NO 
SPECIFIC 

STATUTE  

OR RULE 
FOUND 
[“being 

developed”] 

 

§325-35 Forms and 

procedures.  The 

department of 

health may 
prescribe forms and 

procedures to 

achieve the 
purposes of sections 

325-32 to 325-34 

and shall maintain a 
complete roster of 

all exemptions from 

vaccination or 
immunization.  

 

 

“The Hawaii Immunization Registry is a secure, confidential, population-based 
computerized system that contains immunization information for individuals of all 

ages in the State of Hawaii. The childhood, adolescent, and adult immunization 

schedules have become increasingly complex as new vaccines are added and 
recommendations are updated. The Hawaii Immunization Registry has the capability 

to instantly assess participating patients’ immunization status and create 

reminder/recall notices for immunizations that are due or overdue. As individuals 
and families move or change health care providers, the Registry will consolidate 

their immunization records, making them easily accessible to new immunization 

providers and ensuring that patients receive the immunizations that they need and 
that they don’t receive additional, unnecessary doses of vaccine. The Registry is a 

valuable tool for the management and reporting of immunization information for 

parents/guardians, public and private health care providers, and State public health 
professionals.” - https://hir.doh.hawaii.gov/HIRPRD/portalHeader.do (accessed Aug 

16, 2012) 

 

Hawaii Immunization Registry:  

FAQ’s from Tuesday March 25, 2008  

 

1.  This is a voluntary program, how will patients/physicians opt in or out? 

 
Patients at their point of health care will have the option to:  

1. Opt in w/only their physician and DOH able to access the record 

 
2. Opt in w/ all authorized users (see #14) able to access the record 

 

3. Opt out 
  

“DOH is considering legislation for 2009 and requests the AAP’s support to make it 

an “opt-out” system. Everyone’s data would be included in the Registry unless a 
patient specifically “opts-out” in writing.  Currently the system requires patients give 

consent (“opt-in”) to have their information included in the registry.  Provider 

participation, regardless of patient “opt-in/opt-out,” is voluntary.” 
 

Accessed at www.hawaiiaap.org/Docs/HIREG25Mar2008FAQsfinal.doc (HAAP 

Board, Immunization Committee, Community Health Committee) 

The “Hawaii Immunization 
Registry Opt-Out Form” was 

difficult to find, but was finally 

located by going to the web page 
(portal) for providers to log on and 

enter data. Found it by clicking on 

“Forms”: 
https://hir.doh.hawaii.gov/docs/Opt-

Out.pdf 

 YES 

 


