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Characterization and Qualification of Cell Substrates and Other
Biological Materials Used in the Production of Viral Vaccines for

Infectious Disease Indications, GFI, OCOD, 2010

. Viral Safety Evaluation of Biotechnology Products Derived From Cell

Lines of Human or Animal Origin, ICH QbA, 1999

. Cell Substrates For The Production Of Vaccines For Human use, EP 9.0

C AE o ofE Adtell AHEE= ARV HE Thel=eel, Ao ek A, 2010

Recommendations for the Evaluation of Animal Cell Cultures as
Substrates for the Manufacture of Biological Medicinal Products and

for the Characterization of Cell Banks, WHO, 2013

Chemistry, Manufacturing, and Control (CMC) Information for Human
Gene Therapy Investigational New Drug Applications (INDs), GFI,
OCOD, 2020

. Source animal, product, preclinical, and clinical issues concerning the

use of xenotransplantation products in humans; Guidance for industry.
U.S. FDA, CBER Apr. 2003 Updated Dec. 2016.

Guidelines for preparation of applications involving clinical trials of
xenotransplantation in New Zealand. HRC Gene Technology Advisory

Committee, Sep. 2007.

10. Public health guidelines on infectious diseases 1ssues In Xeno

transplantation. Updated guidelines 2016(Iseikenhatsu No. 0613-1)
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11.

12.

Cooper DKC, and Casu A. The International Xenotransplantation
Association consensus statement on conditions for undertaking
clinical trials of porcine islet products in type 1 diabetes—Chapter
4: Pre-clinical efficacy and complication data required to justify a
clinical trial. Xenotransplantation 16, 229-238, 2009

Kim et al, The International Xenotransplantation Association
consensus statement on conditions for undertaking clinical trials of

xenocorneal transplantation. Xenotransplantation 21, 420-430, 2014
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1. 925 =GRS DPF AAHE:

Hs AAEE
Bacteria

1 Actinobacillus pleuropneumoniae

2 Actinobacillus equuli

3 Actinobacillus suis

4 Actinomyces (Eubacterium) suis

5 Arcobacter spp.

6 Bacillus anthracis

7 Bordetella bronchiseptica

8 Brachyspira spp. (hyodysenteriae, pilosicoli)

9 Brucella suis

10 Campylobacter spp. (e.g., coli, jejuni)

11 | Chlamydia spp.

12 Clostridium difficile

13 Coxiella burnetii

14 | E.coli ( K88)

15 | Erysipelothrix rhusiopathiae

16 | Hemophilus parasuis

17 | Klebsiella spp. (e.g. pneumoniae)

18 | Lawsonia intracelluraris

19 | Legionella pneumophilia

20 | Leptospira spp. (hardjo, pomona, tarrasovi, interogans)
21 | Listeria monocytogenes

22 | Methicillin-resistant Staphylococcus aureus

23 | Mycobacterium spp. (bovis, tuberculosis, non-tuberculosis mycobacteria)
24 | Mycoplasma hyopneumoniae

25 | Mycoplasma hyorhinis

26 | Mycoplasma suis

27 | Norcardia sp.

28 | Pasteurella haemolytica

29 | Pasteurella multocida

30 | Pseudomonas sp.

31 | Rhodococcus equi

32 | Salmonella

33 | Shigella

34 | Staphylococcus hyicus

35 Sti.’eptococ.cus spp. (exclude only types known to be pig pathogens or that result in

clinical disease in the donor cohort)

36 | Streptococcus suis

37 Ureaplasma parvum

38 Vancomycin intermediate-resistant Staphylococcus aureus
39 Vancomycin-resistant entrococci

N
o

Yersinia




HS dag =
Fungi

41 | Aspergillus spp.

42 Blastomyces spp.

43 Candida spp.

44 Cryptococcus spp.

45 Histoplasmaspp.

46 Microsporumspp.

47 Systemic mycoses

48 Trichophytum spp.
Parasite

49 Ascaris suum

50 | Echinococcus spp.

51 Esophagostomum spp.

52 Hyostrongylus rubidus

53 Macrocanthorhynchus hirudinaceous

54 | Metastrongylus spp.

55 Stephanura dentatus

56 Strongyloides spp.

57 Taenia solium

58 Toxocaraspp.

59 Trichinella spiralis

60 Trichostrongylusspp.

61 Trichuris suis
Protozoa

62 All anthropods

63 Babesia spp.

64 Balantidium coli

65 Cryptosporidium parvum

66 Eimeria spp.

67 Entamoeba suis

68 Giardia sp.

69 Isosporaspp.

70 Neospora

71 Sarcocystis miescheriana

72 Sarcocystis suihominis

73 Toxoplasmaspp.

74 Trypanosoma spp.




Hs HAAEE
Viruses

75 | African swine fever virus (ASFV)

76 | Akabane virus (AKAV)*

77 | Alphatorquevirus (Torque teno virus, TTV)

78 | Apoi virus (APOIV)*

79 | Batai virus (BATV)*

80 | Border disease virus (BDV)*

81 Borna disease virus (BDV)*

82 | Bovine viral diarrhea virus (BVDV)

83 Cache valley virus (CVV)*

84 | Chikungunya virus (CHIKV)

85 | Classical Swine Fever (CSFV)

86 | Cowpox virus (CPXV)*

87 | Dengue virus (DENV)

88 Eastern equine encephalitis virus (EEEV)*

89 | Encephalomyocarditis Virus (EMCV)

90 | Enterovirus G (EV-G)

91 Foot and mouth disease virus (FMDV)

92 | Getah virus (GETV)

93 | Hantavirus

94 | Hepatitis A virus (HAV)

95 Hepatitis B virus (HBV)

96 | Hepatitis E Virus (HEV)

97 | Human enterovirus (EV)

98 Human parainfluenza 1 (HPIV1)

99 | Human parainfluenza 2 (HPIV2)

100 | Human parainfluenza 3 (HPIV3)

101 | Human serotypes (HRV)

102 | Ibaraki virus (IBAV)*

103 | Japanese encephalitis virus (JEV)

104 | Ljungan-like virus (LV)*

105 | Louping ILL virus (LV)*

106 | Lymphocytic choriomeningitis virus (LCMV)*

107 | Measles virus (MV)

108 | Menangle virus(MenPV)*

109 | Nipah virus (NiV)*

110 | Porcine adenovirus (PAdV)

111 | Porcine astrovirus (PAstV)

112 | Porcine bocavirus (PBoV)

113 | Porcine circovirus type 1 (PCV1)

114 | Porcine circovirus type 2 (PCV2)

115 | Porcine circovirus type 3 (PCV3)

116 | Porcine cytomegalovirus (PCMV)

117 | Porcine endogenous retrovirus (PERV)?"

118 | Porcine epidemic diarrhea virus (PEDV)

119 | Porcine genital papillomavirus*

120 | Porcine hemagglutinating encephalomyelitis virus (PHEV)

121 | Porcine kobuvirus (PKoV)




122 | Porcine lymphotrophic herpesvirus type 2 (PLHV2)

123 | Porcine lymphotropic herpesvirus type 1 (PLHV1)

124 | Porcine parvovirus (PPV)

125 | Porcine picobirnavirus (enterovirus)*

126 | Porcine polyomavirus*

127 | Porcine reproductive and respiratory syndrome virus (PRRSV)
128 | Porcine respiratory coronavirus (PRCV)

129 | Porcine rubulavirus (PoRV)*

130 | Porcine sapovirus (PSaV)

131 | Porcine Teschovirus (PTV)

132 | Porcine torovirus (PToV)

133 | Pseudorabies virus (PrV, Aujeszky's Disease)
134 | Rabies virus (RABV)

135 | Reovirus ALL

136 | Respiratory syncytial virus (RSV)

137 | Rotavirus A, B, C, D, E

138 | Swine Influenza virus (SIV)

139 | Swine vesicular disease virus (SVDV)*

140 | Swinepox virus (SWPV)

141 | Tick-born encephalitis virus (TBEV)*

142 | Tioman virus (TioPV)*

143 | Transmissible gastroenteritis virus (TGEV)

144 | Venezuelan equine encephalitis virus (VEEV)*
145 | Vesicular Stomatitis Virus (VSV)*

146 | Wesselsbron virus (WSLV)*

147 | West nile virus (WNV)

148 | Western equine encephalitis virus (WEEV)*
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